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VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

DRUG INDUSTRY ACT OF 1962 

WEDNESDAY,  AUGUST 62, 1963 

HOUSE OF %I’RESENTATIVE-S,  
&?,afmnz ON IN-EZSTA~ Ah-n FOREIGN &xbfERCX, 

Washington, D.C. 
The committee met, pursuant to recess, at 10: 15 a.m., in room 133a, 

New House Office Building, 
committee) presidin 

Hon. Oren Harris (chairman of the 

The Caanw~s. T t e committee -&I come to order. 
The first Fitness this morning, as rre resume the hearings OXI H-R. 

11581 to amend the Federal Food, Drug, and Cosmetic Act, will be 
the Honorable Daniel 6. Inouge of Harraii. 
you with us, Mr. Inouye. 

We are happy to have 

STATEEENT OF HON. DANIEL K. INOUPE, A REPRESEN!CATIVE m 
CONGRESS FROM THE STATE OF HAWAII 

Mr. ISOIZYE. Mr. Chairman and members of the committee, I would 
like to espress m1 appreciation for this opportunity to be heard on 
those prorisions of title II of H.R. ll5Sl Fhich would authorize 
Gorernment inspectors to examine at will the files and records of all 
food product manufacturers. 

-4s the committee Tell knows Hawaii is the leading canned pine- 
apple producer in the world, an cl- is one of the major sugar producing 
areas. These trro roducts n-hich are basic to the economy of HaTah, 
along nit11 other ood pro r d ucts such as coffee, canned f%h, and fresh 
fruits, accounted for an extremely large percentage of our =p+~ in 
1961. For the year 1960-61 the last for lyhich complete statistics are 
available, almost 35 million cases of pineapple and pineapple juice 
were packed in I!araii, and the F eat 
erentually found Its way to the tn les o 

p ercentage of this production 

city in America. 
consumers in every to\vn and 

Because of the importance&f the pinea 
ing industries to Hawaii, any proposed 

ple and other food-produc- 
E orernment legislation that 

would seriously affect those industries is of primary concern to erery 
citizen of Harraii, and to those millions of consumers who rely upon 
the co+nuing flow of high-quality food roducb from the islands to 
fhe mam!and. For this reason, I hare as -ed to be permitted to testify H 
111 op5;osltion to those 1 ortions of title II of H.R. 11581 that would 
amen sectlon 704 of t e Federal Food, Drug, and Cosmetic Act to 
permit FDA employees to enter any food manufacturing establish- 
ment and inspect- 
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CC&S, 5les. papers, processes. controls, and fad& 
Ues) b&ing on l l v.iol&ons or potential rlolatlons of this Act 

In my view, this unprecedented grant of authority to a Government 
agenc’l to pry into the files and records of private commercial enter- 
prises on a regular and recurring basis is not only unwarranted and 
totall:, unnecessary, but it xould conflict with the basic constitutional 
prohibition against unreasonable search and seizure, found in the 
fourtl. amendment. Ko evidence has been produced to establish the 
need ior this drastic proposal. On the contrary, there is compelling 
exidence to establish that this xnlimited authority-in a Fede-ralagency 

progwssire companies to produce highquality, wholesome : 

of the~sk in the Federal Food and Drug -4dministration on b:half of 
American consumers. It is possible that no other Federal agency 
cnrrie!; out its sssisnments with the enerzrv and dedication that are 
found in the FD-4.- l3ecause of this well-eymed renutation, the FD.4 

the Federal Food, Drug and ‘Cosmetic Act. 
I sincerelv believe, hoxvever. that that part of title IT of this bill 

rrhich ~oulh throw open the confidential files of all food manufac- 
turers to every FD-4 inspector n-ould be a grant of Federal power so 
at variance n-ith fundameutsl concepts of democratic government 
nnd oL,r basic rices concerning the constitutional protection against. 
unreasonable search and seizure, that no Congressman can afford in 
this instance to sit back and accept the proposal on the ground that it 
appears to be merely another FDA request for authority it claims is 
necessary to enforce the act. 

It i,r; mv understanding that this bill is basically a drug proposal 
that has been broadened to include food manufacturing establish- 
ments, apparently on the assumption that n-hat is thought to be neces- 
sary for drugs is also necessary for foods. It does not take an expert 
to realize that foods and drus are by their nature entirely dissimilar, 
servin;~ diRerent purposes nnd subject to entirely different production 
and distribution techniques. Whether or not this greatly broadened 
factory inspection authority is necessary for drugs. and there is in my 
mind a great deal of doubt on that score, it seems clear that there has 
been no shoxving that this unprecedented invasion of the confidential 
and private records of commercial food enterprises is either necessary 
or desirable. 

The record of the -4merican food industry is unquestionable. Any- 
one who has been through a modem pineapple canning establishment 
rrould not question that these packers are taking the greatest con- 
ceivable pains to proride consumers with a highquality, wholesome 
prntluct that in ewry degree complies xvith all requirements of Federal 
snd.Stnte laws. Certnmly no question has been raised by the pro- 
ponents of this measure concerning the vrholesomeness of the American 
!oml supply, for it is recognized on all sides that American consumers 
en joy the be_+ food supply in the world 
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Perhaps the most that can be said for title II of this bill, at least 
insofar as it applies to foods, is that it will simplify somewhat FDA’s 
enforcement of the act. But in my mind this is a weak justification for 
a measure that would seriously threaten important constitutional 
rights, invade the privacy of every commercial food manufacturer in 
the country, subject food processors to expensive and delaying hams+ 
merit. and create unfounded suspicions concerning. their operations. 
I do not feel the time has vet comk that administrasve convenience or 
simnlified law enforcement can be used to iustifv this kind of Govem- 
me& authority that runs counter to our basic beliefs concerning the 
Constitution and the rights of citizens to be free of unnecessary 
Government interference. 

Other witnesses will doubtless corer in mater detail the basic ob- 
jections to title II of H.K. 11581, at least i;sofar as it applies to food 
establishments. It is mv understandino that no court has nnheld 
authority such m-h&e &quested, and &at serious questions inder 
tho search and seizure provisions of the fourth amendment would be 
raised if this part of tl;e bill is enacted into law. As this committee 
well knorrs. that auestion Tas exhaustivelv and nblv debated in 1953 
when se&n SO4 ;\-a~ enacted in its Drese& form. LIn my mind the 
decision of this committee and Congiess at that time ~a: eminently 
wise. It was felt then that slant insnection bv Federal arents in 
conjunction Kit11 the private ekorts of ill food kanufacturer: would 
be ample to assure American consumers an unquestionably wholesome 
food supply. I know of nothing that would justify changing that 
conclusion. 

I sinccrelg hope ere? ?&ember of Congress Kill gire his serious 
and close attention to this proposal. I cannot believe that Con-Tess 
is yet ready to adopt legislation based on administrative convenience 
that rrould throrr aside basicconstitutional principles that have existed 
since the founding of this country. 

- _ 

For these reasor,s I urce unon this committee that thev not recom- 
mend the adoption of tit& II’of H.R. 11581 ar it applies to foods. 

The Cr~nm?ras. Thank you for your statement, 1lr. Inouve. 
If there are no questions. we are now honored to hare with us our 

colleague from Stew York, Seymour Halpern. 

STATENENT OF HON. SEYMOUR HALPERN, A REPRESENTATIVX IH 
CONGRESS FROM TEE STATE OF NEW YORK 

Jlr. HALPERN. Thank you, hfr. Chairman. T am here toda to 
testify for H.R. 11581 which, in my estimation, is at the ve 

Y3 
east 

necessary if the public health of our Sation is to be safeguar ed ef- 
fectioely. I hare long ~WJ’R)I concerned +th the needs of pester pro- 
tection for our citizens in tllis area, and was an original cosponsor 
of the Iiefauver bill. 

Therefore, I would like to urge the committee to consider the need 
for amendments in two areas not embodied in the present bill- 
licencure and patents. Provisions in these areas were embodied in 
the bill I introduced several months ago, and while heartily sup- 
porting the great strides down the road to greater drug safety and 
efficacy embodied in H.R. 11581, I am convmced that hcensure and 
patent requirements would push us even further ahead on this road. 
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Of course, i offer rni complete support to the provisions of this bill 
which should not onlv nrovlde the public with safer and more effica- 
cious drugs but should also enable ohr doctors to receive the necessary 
information for more fully and effectively utilizing the many drugs 
made available b 

Though the d 
the progressive efforts of our pharmaceutical firms. 

.S. drug regulations hare been praised as the most 
comprehensive standards of any country in the world, the recent 
and highly regrettable thalidomide tragedy has left no doubt that 
the need for extending and revising the existing law is dire. The 
existinn drug regulations, the conscientious efforts of the U.S. pharma- 
ceutica? firms, and the strong and knowledgeable stand taken by Dr. 
Kelsey enabled the United States to escape the mamitude of the thalid- 
omide trauedy suffered in several EuroPean counutries, but we cannot 
afford to 2 lsrerard the warnina imnliclt in the belated discorerv of 
the deformingeffects of this dr&; &e cannot ignore the fact thai the 
drug was received for investigatlonal use b 
before the supposedly mild tranquilizer mas 

some l,Oi3 U.S. doctors 
En om to be an abhorrent 

enemy to the public safetv. 
\V.T’e must realistically evaluate existing regulations and, through 

comnrehensil-e and nercentive le-oislation. offer rrenter safe-wards to 
the health of the Americ& peopik. I a& thoro:ghly con&ced that 
the additional safeguards provided by H.R. 11552 are essential to 
strenL$hen the esisting le.$slntion. 

The bill, as introduced by Mr. Harris in the House of Representa- 
tives on May 3,1%X?> aims at providing a safer and more eflectiPe drug 
supply for public use, more thoroufrh and comprehensive drug infor- 
mation for the Federal Drug Administration, greater assistance to 
the drug industry. in its efforts to improve the quality and safety 
of its Products, and more honest drug advertisements to enable 
sicians to better utilize the large and continuously changing B 

hy- 

WJPJY. 
rug 

In the area of drug safety, section 101 of the bill grants the Secre- 
tary of Health, Education, and Welfare the authority to remove a 
drug from the market Immediately if doubts arise as to i?s effectiveness 
or safety. The main difference in this pro-&ion and the eristing one 
is that at the present the Government bears the burden of proving 
that a drug is uncnfe or ineffective. The amendment places the burden 
of proof upon the manufacturer. so that druzs +-ill not be marketed 
unless the iponsor has pre-wnted sufficient e&dence that they are not 
onlr safe, but that thev do what is claimed 

‘fhe extension of th;? Federal Drug -4dministration’s approval time 
from FO to 90 days or 180 days if an extension is desired, and the re- 
quirement of more detailed reports to the Federal Drug Administm- 
tion on clinical investigations and findings b_r the manufacturer fur- 
ther augment the plan for more reliable drug npproral and offers 
increased protection to the consumer. 

The safety and efficacy of antibiotics will also be enhanced by the 
regulation requiring batch-bv-batch certification of all antiblotics 
ex&pt those Gxem$ed by t&e Secretarc. The complesitT of the 
manufacturing process and the seriousness of cases treated &th anti- 
biotics make such reglations not, only desirable, but necessary. 

Section 112 of H.R. 11581, calling for the prmting of the eneric 
name in type equivalent to the brand name on drug labels, an B a list+ 
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ing of ingredients 
and the consumers 

promotes the interests of the medical profession 
b . y simplifying drug terminolo 

7 
and classification. 

We do, however, need addItiona provisions, as stated at the out 
set, in the areas of licensure and patents. First, to prevent the USB 
of liwnse agreements as a means of fixing prices, establishing inter- 
national cartels or otherwise restrxinine trade. license agreements 
under patent applications and issued patents should be filea with the 
Patent Office to be available for insnection and use bv the antitrust 
agencies. Second, to bring about piice reductions of :hose atented 
drugs whose prices are excessive, patents should be licens eg after 3 
years to quahfied applicants upon a payment of a royalty of up to 
6 percent rrhere it is found that the price to druggists is 500 percent. 
or more of the factory cost, including research. 

The excessively high prices of drugs as revealed by the Kefauver 
investigations point out the pressing need of patent laws rrhich do 
not allow drug production monopolies. Lifegiving drugs should not 
be prohibitive In price. 

Finally, I feel that a program of licensure to insure the continued 
chemical structure, strength, quality, purity, safety, and efficacy of 
the products of dru n companies and the revoking of licenses of com- 
pxnles not meeting tEe standards rrould be a more effective and etlicient 
form of enforcement for mnintnininz the standards upheld by this bill 
than the method of seizure proposed-in the present f&m. 

I am Ilonefnl tlrnt the committee rrill ewlunte and consider the 
additional broposnls I have presented. The above points are repre- 
sentntive of the desirable and badly needed drug amendments em- 
bodied in H.R. 11561. I rrholeheartedlg support the assage of tlris 
bill created to insure greater protection to the health o if) Xmerica. 

The CIIAUW.XS. Thank you, Jlr. IInlpern. If the committee has 
no questions let us continlle to our next witness, Xr. Benjamin G. Hnb- 
berton, counsel for thr Dairy Industry Committee, residing here in 
\\‘nshin,nton 

Air. Hnbberton! 

STATEJIENT OF BENJAMIN G. HABBERTON, ESQ. (FISTERE & HAB- 
BERTON, ESQS.), COUNSEL, DAIRY INDUSTRY CO?JIMITlXE 

hlr. ~T.IBISERTWN. Ttlr. Chairman and members of the committee, my 
name is Beninmin G. Hnbberton. and I am a member of the lam firm . 
of Fistere & Habberton. I nm appearing-for the Dairy Industry Com- 
mittee, for Khich organization our firm 19 COWL 

The Dairy Industq Committee is composed of official represents- 
tives of a number of national trade aswciations. These associations 
are as follows : 

-4mericnn Butter Institute. 
;2mericnn Dry hlilk Institute. 
Evaporated alilk Association. 
International Association of Ice Cream hfanufacturers. 
Xntionnl Cheese Institute. 
Kntional Creameries Association. 
Xlilk Industw Found&ion. 

The members of -the first six of these or%nnizations are manufac- 
turers of the produrts \vhich their names suggest. The mem’bers of 
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the last-Xlk Industry Foundation-are processors of fluid milk 
and other fresh fluid products. The members of these associations 
collectively come from every State in the Union and collectively the 
account for a mxjorit 
are processed and de ivered in the United States. 3- 

of all the milk and other dairy products whtc 3 

At its meeting held in Chicago on June 11,19@2 the Dairy Industry 
Committee expressed its strong disapproval of k.R. 11581 and au- 
thorized this appearance in opposition to thebii. 

The oppositio? of the Daiy. Industry Committee is based upon its 
conviction that title II of the 111, n-hich has to do with factory mspec- 
tion, is unnecessary and unwise. With title I of the bill, havmg to do 
with drugs, the Dairy Industry Committee is not concerned and takes 
no positron. 

DAIRY I>-DCSTRY COMMIlTEE FAVORS P.\CTORY ISSPECIXON 

Before discussing the reasons for its opposition to the factory 
inspection provisions of H.R. 11561, I n-ish to make it quite clear that 
the Dairy Industry Committee is not opposed to factory inspection 
but on the contrary is in favor of factory inspection and has supported 
factory inspection legislation. 

In 1953 the Committee on Interstate and Foreign Commerce had 
before it for consideration a bill \vhich proposed amending section i94 
of the Federal Food, Drug, and Cosmetic Acr. The Sn reme Court 
of the United States,.in the nox historic Card-difi case, ha s ruled that a 
Food and Drug Admmistrntion inqwctor might enter a food establish- 
ment and make an inspection there only if t!le owne,r,.operator, or 
custodian Fax-e his consent. The Food and Drug Admrnlstration was 
thus left without compulsory inspection authority. Believingsuch au- 
thority essential to the discharge of its duties, the Admmlstration 
cawed to be introduced a bill which authorized entry and inspection 
as of rinht. 

The rbairy Industrr Committee agreed that the Food and Drug 
Administration should hare this compulsom authority and my part- 
ner, Charles Ii. Flstere, nctinq for tile conlm\ttee, appeared before you 
on May 20,1953, in support of the bill. 

And so, I relternte, the Dairy Industq Committee farors factory 
inspection and xi11 continlte to support factory inspection legislation 

But the Dairy Industry Committee cannotsu sport the factory in- 
spection amendments contained in H.R. 11581. i n fact,.it is our view 
that these amendments do not relate to factorv inspection at all but 
to business records inspection. Under the enisting inspection pro- 
visions of section 704 of the act: the Government agent is authorized to 
inspect every- 
factor?. nTw?houw, establishment. or vehicle and all pertinent equipment, fin- 
ished and unfinished materials. containers, and labeling tberein 

This is certainlv the language of factory inspection, and we believe 
that the inspectton of these tllrngs constitutes factor? inspection. But 
1I.R. 11581, ~lrile retaining tile denomiitntion .-Factory Inspection” 
for section 704, adds to the enumeration of things that may be in- 
spected “records, file-s, lxrpe~s. I,rocesses, controls, and fncilrties.” 

Son, the in< ection of records, files, and papers is obviously some 
thing quite dt went from “factory” inspection as that term has here- 2 
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tofore been  used and  understood. It is not just an  extension of fact.07 
inspection; it is a  new kind of inspection. And so, I shall refer to thus 
new inspection as  “business records inspection” in order that this im- 
portant distinction may not be  minimized by  the use  of the original 
and  quite unob’ect ionablename. 

The  Dairy i ndustry Committee is op  osed  to this new business 
records inspection which HJt. 11581  KOU d  authorize. It is opposed  f 
to it, first, b.xu.56 it is unnecessary.  

BKJGINESS BECOBDS INSPECTING IS UNNECESSAi lY 

The Federnl  Food,  Drug, and  Cosmetic Act is descr ibed as  “An 
Act to prohibit the movement  in interstate commerce of adulterated 
and  misbranded food, drugs,.devices, and  cosmetics, and  for other 
purposes.” It is the responsibility of the Food  and  Drug Administra- 
tion to implement and  enforce this prohibition, and  to do  so, it must 
hare the authority to make reasonable inspections to determine 
whether foods mor’ing in interstate commerce are in fact adulterated 
or misbranded. There can be  no  other legitimate purpose for in- 
spection. 

Let us  consider the situation of a  dairy roducts plant and  gee  
whether the ins ector does  not already hare a  

7  
tl undant  authority. 

The  plant w 1  be  one  in which the traditionally highest standards 
of sanitation are required and  obserred. The  plant Till be  charac- 
terized by  its use  of-equipment lrhich has  been-desicned and  manu-  
factured in conformitv rrith Three -% standards. ?hese  standards 
have  been  T\-orked out &+er a  long period of Fears through the closest 
possible cooperat ion of the manufacturers of the equipment,  the users 
of the equipment,  and  Federal  and  State regulatory officials. A rery 
high percentage of all of this equipment IS fabricated of stainless 
stee1. 

The  plant may be  a  milk plant, that is, a  plant in rrhich milk xnd  
cream are nncteurized. homo_oenized.  and  Dackaned for sale in fluid 
form. 
made.  

It Aar be  a  piant in=which butte;or ic: cream or cheese is 
Or it &or be  a  plant in \vhich one  or more of the various forms 

of dry, condensed,  or ex’aporated milk are made.  
The  general  formulations for all of these dairv products are well 

h -omn to the Food  and  Dryg Administration. in the case of some 
of them, - c tandards of identltv hare been  establ ished by  regulations 
nromul~ated bv  the Food  and  &u_n Administration. These standards 
of identity sp&ify the ingredient: mhich the manufactured product 
must contnin and.  as  well, the optional ingredients which they may 
contain. In the clne of others of these dalq products, s tandards of 
identity ha\-e been  ,re.scribed by  act of Congress itself. 

Since rre hare \ t lus far been  speaking of only dairy products, it 
should be  pointed out that under  section 401  of the act, the Food  and  
Drug -\dministrntion iq not only authorized but directed to establish 
such standards of identity for any  food whenever  it f inds it will “pro- 
mote honesty and  fair deal ing in the interest of consumers” to do  so. 

The  industries re Committee have  
at no  time oppose  B 

resented on  the Dairy Indust 
the establishing of these Fe  7  era1 standards of 

identity, and  xyith reference to certain products, it has  been  industry 
which has  proposed that they beestabl ished. 
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With this brief recital of the facts concerning. the nature of the 
“factories” to be inspected and the nature of the dan-y roducts manu- 
factured therein, let us now turn to the ins 

Under existing lam the inspector is 
the factory structure and all of the machinery and equipment. He 
mill ins 

f 
ect all of these physical facilities in operation. He will ex- 

amine t lem from the viewpoint of sanitation and from the viewpoint 
of effect of desizzn and fabrication unon sanitation. I3ut. as nomted 

I  > I~~-- 
out above, the IGghest possible standards for these things are tradi- 
tional in the dairy products industries. and there is apt to be no prob- 
lem. In any event, Ile is completely at hberty to see for himself. 

And so the iwpect.ion prwwds to what section 704 refers to as 
“finished and unfinislled materials,” meaning, of course, the finished 
dairy product being manufactured and the i<gredients being used in 
the product. This is not difficult. As nointed out above. the Food 
and&g Administration already knows’the permissible fo;.mulations 
for almost all of these dair>- products. There is nothing esoteric 
about them. If the inspector wishrs to determine whether the in- 
gredients are for any reason objectionable, he may take samples and 
have them analyzed by FD_\‘s laboratory scientists. And if he 
rishes to determlne n-hetlrer tile composition of the finished product 
is within the permissible fornlul:lt ion e~tnblished by the standard of 
idcnt it?, again he may take s:lrnl)l~s and have them subjected to labora- 
tory analysis. 

Dairy products, like prncticnlly a11 other food products except fresh 
fruits :lnd rr~vtnbles. ;IYC p:~knytl, and co the inspector ~11 nnnt 
to I;IIOK abozt tllr contnillels. 
drulns, or glass bottles. 

Tllese may. be eitllcr car-tom,, cans, 
IIere nzflln tile sub]ects of the inspection are 

at l~nntl nlld avnil:xble for ~~r~lpli~rg and analysis. FDA4 has already 
made studies of tile m;lteri:~ls used 12 wrtons nlld 113s not, so far as we 
know 2nd believe, been hampered in anp rray bx lack of inrpection 
authority. 

The inspection thus far has had to do rrith FD.43 responsibility to 
insure that foods sllip ied in inrel$tnte collnnerce and not adulterated. 
I3ut it is responsible n 1 so for Inwring tllat .zood~ shipped in in1erstnt.e 
cOI:~mcI‘ce are not ntisi~r-.\nded. -\nd so. the inspector \vill xrnnt to 
see ::il of the labeling Innterials used on tliece food products, and 
~lnder tile pro\isiorls of ccc: ion 7CJ lie is entitled fo. 

It IIlny be added tlint tllc 111sjwcior i s nz.cisted in nrnking his inspw- 
tion of labeling by the fact that srctioll ~03 of tile present &t requires 
that the labels of foods for wllich tllere are Federal standards of 
identity shall bear tile names of all t!loie optional ingredients which 
FI):Z ~1~111 require in its >tand.lld> and also requires tllnt the labelin 
of ztll fabricated ioods for wllicll there :ire not Federal standards o 9 
identity shall bear tile name-yof all ingredients 

Finally, if the irlcpcctor sI)o~ld f&d adulteration or misbranding, 

VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUd g; &%tiIti Ati 

and if it-becomes ne&x~r~ for FD.1 to resort to compulsorr actiog 
there is existing authorit< for obtainiw evidence of inters&e shio- 
merit in order t~e~tal~li~h~Fe~ler:~l jurisd:ction. 

I 
JTe hare in mind two 

kinds of nuthoritv. 3e first is tlw specific authority contained in 
section 703 of the net rrl~ereb- F1j.Y ma:; demand ship 
use in civil proccrtlin~z, not only ftoni cnlriefs 
rewiring or holtlillg tile l)roc!ucts ix: qucatlon. 
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era1 authority of orderly and time-honored court process whereby 
FDA mav secure shipping records for use in criminal prosecutions. 

We believe that a -fair-minded assessment of the existing authority 
for fnctorv insnection would result in the conclusion: The Food and 
Drue Administ’ration needs and should have the authoritv it nom has, 
but &uch authority is adequate for its needs and requires no “strength: 
eliinp” or extension. We believe that the kind of factorv insuection 
de&bed above is at once reasonable and efficacious. 

In espressing these convictions, x1-e remind the chairman and mem- 
bers of the committee that we are snenkincr onlv of food establish- 
ments and of dairy products plants*more particularly. The Dairy 
Industry Committee takes no position with reference to any alleoed 
rleed for greater authority to inspect drugmaking establishments %  ut 
wishes to point out that the t\ro situations may not be identical or 
even necessarily parallel. 

The convictions we have expressed are, we believe, in complete 
anrrement with the conclusions reached by this committee in 19%. 
Tjiis committee XT-as willing to report favorably on the compulso 

7 in- cnection bill onlv because it stormed at fnctorv insnection and dl not 
*  a .  L 

nutllorize lvhat -Ke hare called business records inspection. Yet the 
Food and Drug Administration now insists that it needs nnd must 
have authority to inspect the manufacturers’ orrn files, papers, and 
records. The only limitation is that these files, papers. and records 
should be those bearing upon adulteration or misbranding “or other- 
rise bearin- on violations or votentid violations of this Act,” 
[Emphasis supplied.] 

1 

The breathtaking sxeep of this unprecedented request for po%er 
must assuredly impose a heavy burden of proof upon its proponents 
It would be assumed that in order to feel lustified in even presenting 
such a request, its roponents rrould point-out either a shot-king det& 
rioration in the sa etv of our food sunnlies or else the hanuening since P 
1353 of events auguryng the same fo; ihe future. Yet tile’ propGents 
of title II have not eren attempted to do the former and have not suc- 
ceeded in doing the latter. 

As to the present state of our food supplies, an o5cial of the Food 
nnd Drug Administration has only recent1 reiterated the statement 
several times before made by others that t le 
and most nutritious in the world. G  

are the purest, safest., 
The lac of the additional au- 

thority which the Food and Dru 
tllw far caused any deterioration. 

g hdministrntion requests has nut 

And so we look at the record made before this committee bearing 
upon the possible need for additional authority to prevent such de- 
terioration from this time on. 

Secretary Ribicoff stated on June 19: 
All too often inspectors are trented to a ylded tour through the estsblkb- 

mrnt Thcr are der~ied nccess to formula file.% comnlaint 61~~. shinnine records. . ..- ~. 
rind a C&t dent more information that is absolutely essential for them to 
CEP in order to determine n befber the products are bemg produc-ed In oomyliance 
with law. 

If it is true that as a result of their submitting to “guided tours” 
inspectors are failing to ascertain the required information concern- 
ing possible ndultrration or misbranding? it Kould seem that they 
are not tfoing their duty. What is required m  this situation is not more 
authority but more exercise of the authority which already exists 

611 



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

438 DRUQ INDUSTRY ACT OF 1962 

Frankly xve do not believe there are many inspectors who are submitr 
tin 

f 
to “guided tours” as we understand that term to havebeen used. 

s to the Secretnry’s statement that it is absolutely necessary for 
inspectors to se the manufacturer’s formula files, complaint files, and 
shinning records in order to determine whether the products are being 
pr&&d in compliance with law, we can only &y that we are & 
respectful disagreement. We believe that the facto 7 .ins$ction which 
we have just delmeated is quite adequate to make t 11s etermmation, 
and there can be no doubt that for such an ins 

7 
ction 

existing authority every step of the wav. The 
there is ample 

ood and Drug Admm- 
istration is doing very well indeed with the inspection authority it al- 
ready has,. and ne see not only no absolute necessity but no necessity at 
all for this requested authority to examine private business records 

But, says the Secretary, the times have changed, and recent enactr 
ments of the Congress have made it necessa 
authority to inspect business records if it is to 
bilities those enactments- hare imposed upon it. -Ho says- 
We ire required to establish and police safe tolerances for’knowa poisons m  
onr food %upply l l l . Yet we are being denied access to the l&x-mation tn 
the manufacturing establishment to tell us whether our tolerances are being met 

The Secretary is here speaking primarily of the Food Additives 
Amendment of 1958. 

This is indeed an im ortant piece of legislation, though we are not 
sure that the use of t le scare rrord “poisons” contributes to a dis- r 
passionate assessment of its purpose and effect. It is also legislation 
that, adds to FDA’s responsibilities, but n-e are unable to see that these 
are responsibilities x-111~11 require that FDA be authorized to inspect 
prirnte business records. In fact, insofar as any additional means are 
required to police this legislation, the food ndditives amendment itself 

principal purpose of the food additives amendment, as this 
committee knons, is to require that these additives, before being used 
by the food manufacturer, shall be subjected to rigorous testing to as- 
certain n-hether there are ‘lerels at xvhich they may be safe1 used and 
to require FDA to determine such levels. In enacting t le amend- 9 
merit, which has nor been incorporated into the act as section 409, 
Congress took precautionary measures. 

For example, it prescribed that FDA shall not permit any use of 
the additive in question unless it finds-- 

that the proposed me of the food additlre, under the conditions of use to be 
specified In the reylntion, will be safe. 

Congress has prescribed also that no tolerance shall be fixed at a level 
higher than FDA- 
flnds to be reasonably required to accomplish the phIsica1 or other technical 
effect for which such additire 1s intended 
Congress has further prescribed that FDA shall not only fix the maxi- 
mum qnantitv of the additive that mnv safely be used or permitted to 
remain in or bn the food, but also mnv-determine the manner in which 
the additive mny be added to or used in or on the food and may pre- 
scribe any directions or other labeling or packaging requirements for 
the additive as it deems necessary to assure safety of use. 
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Those are all excellent safeguards, but they go only to the fixing 
of safe tolerances, and Congress Ras concerned that those tolernnw 
should not be exceeded in actual use. So it provided that every peti- 
tion filed with FDA proposing the firin of a tolerance and the lssu- 
ante of a regulation must contain, in a 5 .. 
of information- 

dltlon to many other kinds 

a description of practical methods for determining the qoantlty of such additive 
in or on food, and any mbstance formed in or on food, because of ita u8e. 

Here, then, is the may Congress, and 
intended that FDA should ascertain w Ii 

resumably FDA itself in 1958 
ether tolerances are bein ob 

served. It required that practicable methods be supplied by w Ich 5- 
FDA4 can make these determinations. Iye think it IS a good wag. 
The FDA ins ctor can take his samples of the food in which the 
ndditire is use r and the FD.4 l&oratory scientists, using these prac- 
ticable methods) or any others they may prefer, can subject them to 
analvsis and easily ascertain the amount of the additive left in or on 
the food. 

FDA itself, in enforcement regulations promulgated under section 
409 of the act, has enlarged the statutory requirement that practicable 
methods be supplied by the petitioner. 
that- 

These regulations require 

The test nronosed shall he one that cao he wsed for food control ~~r~osea and that 
can be &plied with consistent results by any properly equipped and trained 
laborator>- personnel (21 CFR, sec. 121.51 (c)). 

The statutory requirement is contained, along vith other require- 
ments for the petition, in section 409(b) of the act, and in this con- 
nection FD.43 enforcement regulation states: 

A petition shrill be retained but shall not he filed if any of the data prescribed 
by section 403(b) of the act are lacking or are not set forth so as to be readily 
understood (21 CFR, sec. 121.51 (g) ). 

FD-\ has enforced this requirement quite strictly and has in fact 
refused ercn to file a petition m  which a practicable method of analg- 
sis. cntisfnctorv to it. is not set out 

We beliel-e hnd &bmit that analysis is the onlr method by which 
it can be determined rrhether tolerances are benw comnlied with. 
This is true both as a practical matter and as a qu&ion 6f the rules 
of evidence. Esistinc lam makes ample provision for such analysis, 
and the requested ant~~orit~ to inspect files and records for this pur- 
nose is Khollv unnecessary. 
* It should I;ot be overlooked that additires are components of foods 
and that the supplies of these substances in the food plant are readily 
awilnble for in:nection as such. as is also the process bv which the 
additives are intrbduced. ’ 

In concluding this portion of our statement, haring to do with 
the adcquncl- of exictinr factory inspection authority and the absence 
of any nccrs-it?- for authority to incpect the manufacturers’ private 
busincs papers and rccods, we should be remiss if we did not remind 
this committee that insofar as the responsibility for assuring thesafety 
of our countrr’ food supplies is a rrsponsibillty of government, it is 
one n-hich thb Federal Go\-ermnent shares \yith the gorernments of 
the several States and ITith municipal governments. 
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You may be sure that States and municipalities are not unmindful 
of their responsibilities in this area of the law. Pure food is the sub- 
ject of legislation in erery State and in hundreds of municipalities, 
and, as dart-y products manufacturers may be more keenly aware than 
any other category of food manufacturers or processors, it is not only 
the Federal Go\-ernment rrhich knows about inspection as a means of 
enforcement. 

PROPOSED RCSISESS RECORDS ISSPECITOX’ IS USWISE 

The second reason for the opposition of the Dairy Industry Com- 
mittee to title II of H.R. 11581 IS that the legislation It proposes would 
be not only unnecessary but also unlrise. 

This proposed legislation would affect a very large segment of our 
industrial economy, and your committee always desirous of avoiding 
unwise measures, would doubtless be especially desirous of avoiding 
the endorsement of unwise measures n-hen they are of broad applica- 
tion. 

We believe title II unv%e, first, because rre entertain grave doubts 
as to its constitutionality. Others who have preceded us m presenting 
their objections to title II have treated ably and elaborately of 011s 
most important one, and for this reason it is unnecessary for us to dis 
cuss it. \Ve do request, however, that the chairman and members of 
this committe.gi\-e therr most earnest consideration to the question of 
1~0~ the prov~~ons of title II can be reconciled with the prohibitions 
of unreasonable searclres contained in the fourth amendment. In our 
view the inspection of the manufacturers private files and records 
which title II would nurlrorize is in fact a most thorouglrly unreason- 
able search, and we sllould anticipate that title II, if enacted, n-ould 
fall in its first judicial encounter. 

But, aside from tllis llnznrd, and even if, contrary to our expecta- 
tions, title II sliould survive constitutional attacks, it would still be 
un\l-ise because it sanctions an erosion of riclits which have been en- 
joved since the founding of orir country. Title II says to the thous- 
ands of foods establishments throughout our country to which it ap- 
plies, y-our books. records. files, and papers are subject to search, 
\vithout benefit of rrarrnnt, bv the employees of an administrative 
agency of the Go\-ernrnent, and-this search is subject only to the limita- 
tion that it slrall bear upon possible adulteration or misbranding or 
tlrnt it shall other-nice bear on violations or potential violations of this 
act. We can onlv sav that constitutional or unconstitutional, this 
represents a shocking-departure from n-list has heretofore been re- 
garded as tire proper function of Government as \\-e know it. 

\\‘e believe title II to be unxrise, in tire second place, because it is 
unworkable and n-ill not nccomnlish its nurnose. 

.Inv realistic appraisal of ttre value’ of’this proposal to authorize 
files :;nd records irrsnection must take into account tire fact that thew .- 
are some dishonest food processors 21011, 0 wit11 tlie great majority of 
llonest one=. Co;niznnce must be taken, too, of the fact that, as the 
.Secret:lrv 112s pointed out, there are a few fly-by-night operators 
in food ;nductriec as well as a great multitude of established and re- 
sponsible businessmen. 
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We respectfully submit that there is a relationshi betn-w.n these 
facts on the one hand and the facts surroundiqg foo B processma and 
recordkeeping on the other hand. We believe It may be asserte B that 
as a general rule it will be only these very small minorities n-ho would 
intentionally engage in adulteration? either by the use of impure in- 
eredients or bv the use of food additives in amounts excessire of es- 
Gblished toleGawes. We believe, also, that as a general rule those 
who lvould engage in intentional adulteration of their products would 
not hesitate to engage nlsq, so to speak, in adulteration of their files 
and records. In short, it IS almost inconceivable to us that the FDA 
inspector n-ould ever find the actual facts reflected in the files and 
records of such manufacturers. 

Correlatively, we respectfully submit that the consumer has noth- 
ing to fear from the great mnjoritv of hol\est and established manu- 
facturers. 1Ve hare pointed ollt nbol-e tllnt the responsibility of tile 
Federal Go\-ernment for safe food supplies is shared with State and 
municipal go\-ernments. It is sllared also with the foods manufac- 
turing industry. 

Tile stake of the foods industry in marketing ure and healthful 
products is a large one. Historically, the record o r the foods industry 
IS not only honorable but 111ghly commendable, and pride exists in 
industry as in other nctirities of American life. The history of the 

“,2-L products industry, especially, has been quite outstanding. It 
en a IlistorT characterized not onlv bv a sirnificant and lone- 

continued contrib;tion to the national henlth”but a& by a quite ne$- 
gible incidence of illnesses caused by products that rrere in any way 
immure or contaminated. 

nut aside from such considerations as these. there are impelling 
factors of self-interest involved in the food industrv’s resnonsibilitv 
for a znfe food supply. All food mnnltfncturers !iGorn thnt tile con’- 
sumer is increasingly nrrnre of product liability. -4nd from the long- 
term viewpoint, no manufacturer can hope to clay in business if he 
Enins a hnd reputation. Tl >e nuthnritv of FD;\ under section 705 
“Publicity“ cm; of conr?, llare a ,rrrr:kt (‘~1 fo do \Tith this 

In sum-mar!, Tre submit that fi& and records inspection rrould not 
prodlIce the kind of information which its endorsers say it would. It 
would not produce eridence of adulteration. actual or potential. It 
would not operate against the sharp dealer and the fly-by-night oper- 
ator. It would not accomplish its purpose. ‘??e sincerely beliere 
that better results \Tould be obtained if the time and expense rhich 
files and records inspection \Tould entail \rem applied to the reason- 
able factory inspection for which existing law provides. 

In tile third place:, title II is unrrise becnnse it rrould increase the 
already ,nrent disparity betrreen the control rxercised by the Food and 
Dru= .- \dminiztrntion over foods manufactured in the United States 
and foods manufactured in fore& countries and imnorted into the 
TJnited States. One has only td visit the supermarket to see that 
foods of foreiD manufacture are being imported in large and in- 
crensinz rolnme. ,- 

Section 801 of the act 
food (or drug or cosmctw -r 

roridrs that with reference to any such 
, the Secretary qf Health. F,dncntion, nnd 

Welfare may, upon request to the Secretary of tile Treasury, secure 
a sample of the same. If, from “examination” of this sample, it np- 
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pears that the product is adulterated or misbranded, it may be ex- 
cluded from the United States unless the consignee causes it to be 
brought into compliance with lam. 

But this “examination;’ . If it OCCUIS, and however it is performed, 
js the,.only means by which the Federal Government may exercise 
jurisdiction over this product. Obviously the FDA has no authority 
whatever to inspect the foreign establishment in which this food prod- 
uct TFBS manufactured, and it would appear to be beyond the Dower 
of Congress to give it &h authority. ;iccordingly, there is, and can 
be, IJO forei,? factory inspection by FDA’s inspectors. 

This is quite different from the authority exercised over the manu- 
facture of food products in the United States, where the FDA in- 
spector is authorized to inspect 
ingredients. as well as the finishe 

lant, operations, 
A! 

processin 
nroduct. In short- FDA tllz 

tl; conditi&s under which food prbducts are manufictured in the 
United States. It doe-s not know the conditions under which foods 
im orted into the United States are manufactured. 

# . et, title II of H.R. 11581 substantially broadens this conspicuous 
gap. It says that Fhile foreign food products are admitted without 
even factory inspection, American food products must be subjected 
not only to factory inspection but also to private records and f&s in- 
spection. 

We reiterate: This is unwisa. 
We are not arguing against the import of food products into the 

United States. We know that it is necessary to import in order to 
export. But rre do urge that this inequality of control over Ameri- 
can and foreign food products has pone far enough. Let us not in- 
crease it by authorizing the inspection of the records and files of 
American businesses. 

Tile CHAIRMAN. Does that conclude your statement. Mr. Habber- 
ton t 

i 

Mr. KWBERTOS. It does, Mr. Chairman. 
The CII.+~RXAN. We appreciate having your riexs on behalf of the 

dairy industry. 
I am nlso an-are of the fact that the canners haI% expressed a great 

deal of concern over the estension of the factory inspection provi- 
sion. 

I had not realized that there would he so much concern among the 
dairy industry, because I did not thir,k it Kas inrolred Kith formulas 
and things of that kind. 

I do kno\v that there are some very strin 
sofar as the dairy industry is concerned. 

ent local requirements in- 
9 imanine in tert3in type3 

of dairy products there could be some pwt conFern, such as butter, 
probaN?-, but. =cnct-alla, I KJIJJlot we lrow it would be of great concern, 
ns it TTould with a lot of other food nroducts. 

I know the industry generally, ind I can nppreciate that it does not 
want the Government dclvinn around in their records anv more than 
they could help. 

Mr. HAUUERTOS. Yes, sir. 
The CHAIRMAN. That is a basic concept in this country, and I am 

wholeheartedly in favor of it. 
But we do recognize that there are, as you said in the statement., 

certain areas in which it is necessary. Our society has grown to the 
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extent that when our needs are m-ovided. certain Drotections must be 
I I 

also rovided for. 
I 

4 t a serious objection would your indust 7 adpance to keep th? 
who are charged alth this responsibility from ookmg at the complamt 

Mr. HIABBERT~N. Well, sir, in the first place, let me say that the dairy 
industry has great confidence in its products 
make for its products. 

It has no apologies to 

ducing healthful and 
It has had a long and splendid history of prc+ 

ure products. 
The CHAIRXAN. 1 + ell, we know all of that, and ke a,grea with it. 
Mr. HABBE~TON. Yes sir. 
The CHAIRMAN. And if it were not for these few you spoke of a 

while ago, it would not benecessary to have any. . 
Mr. HABBI~T~N. Yes. 
The CHA~RRJIAX. So now let us get down to the basic facts of what 

we are considering. 
Why would there be any objection to it! 
hfr. HABUERTOX. Well, sir, complaint files generally consist of what 

is sometimes referred to as raw information. 
It has to do with complaints which’may concern any one of a large 

number of things. Some of them may have no connection whatever 
Gth the purity of the product or the sanitation of the plant or any- 
thing else. 

Complaints are received many times from people referred to, car- 
rectly or incorrectly, as crackpots. 

The CHAIRTUAS. I am not talking about complaints generally or’ 
whether or not Sam Jones might be a good man or he Rears one short- 
len pants and a long-leg pants. 

P am talking about complaints with reference to a dairy product as 
to xvhether or’kot it is adulterated or misbranded or in vi&ion. 

Mr. HABBERTOS. Well. rre think I mould be unfair to the dnirv in- 
dustry for the inspectors’to have these complaint files because the; are 
not reliable information. It is unsifted information. 

The CHAIRXAN. Well, they are the same kind of information that 
goes into the Food and Drug Administration, generally speaking, or 
that comes to a congressional office or some other place. is it not? 

Mr. HAIIRERTCIS. I do not believe it is, sir; and I think, furthermore., 
that this is information which FD.4 cqn wt br other means 

If they have reason to think that nnr&ing-is wrong, there are. cer- 
tainly established means under the es&no law by which they can get 
this mfonnntion, without going into camp 7. amt files n-hich have always 
been regarded as the prirate property of the manufacturer. 

It would not produce reliable information for them. 
The CITAIRXAS. It would seem to me, insofar as the industry is 

concerned, that you would want those kind of communications to be 
seen and then be able to shor the inspectors where they are wrong, or, 
if there is any substance to it, There It has been corrected. 

There seems to be a practxnl situation insofar as industry is con- 
cerned that must be met, instead of tiking nn nhsolutely negative posi- 
tion on erervthing. 

Mr. YouGger 1 o 
Mr. YOGSGER. If the comnlnint files are to lw made available. then 

the complimentary files oug& to be made available, also, should they 
not! 
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Mr. fismxro~. I believe that is right, sir. 
The CHAIRXAN. Will the gentleman yx4d? 
Mr. YOUNGER Yes, sir. 

1961 

The CBAIRXAN. You do not hesitate to make those available, 
though, do you? 

~~-.HA~BERTON. Right. 
Blr. YOUKGER. They are not called for in thebiil. 
On ~“$0 3, where you say “records, files, pape,q controls, and 

facilities,,’ do you interpret that to mean formulas also! 
Ifr. HAUBERTOX. Yes, sir, I m.rtaiuly do. Undoubtedly, it would 

-include formula files. 
I&. YOGSGER That is all, hlr. Chairman. 
hlr. HAB~EXTOS. Formula f&s that are the principal source of trade 

secrets. 
The CHAmux. Bfr. Glenn? 
Jir. GLESN. Sir, J take it, then, that your only objection is to the 

inclusion in the bill on 
Pw=, PI 7 

age 31 of the words “including records, files, 
ocesses, contra s, and facilities”t 

JIr. HABBERTOS. Th;rt is our principal objection. sir. 
hIr. GLESS. And if that is deJeted,$ou &I1 be happy? 
Xr. XXBUERTOS. Well. me obiect also to the extension of this in- 

spection to laboratories’ n-hich.may be employed by food manu- 
facturers to engage in research and experimentation for them. 

We think that is a very ricious provision. 
3fr. GLFXS. Did you cover that in your statement? 
>lr. ILBLERTOS. I had not said anything specifically on the subject, 

but n-e believe that there is certainly a high!y confidential relationship 
between the food manufacturer and the screntific laboratory which It 
employs to engage in scientific research and experimentation for it. 

This uork has to do rrith the products ~hnzh may be in the very 
beninning, roducts u-hich are brandnen, products which are only in 
p&ess an% - . nh~ch have never been manufactured or marketed, and 
which may never actually be commercially marketed 

This is certainly highly confidential information betwen the food 
manufacturer and the scientific laboratory, and -xe think that it would 
be a grat mistake and distinct1 7 harmful to the food indust 

2 r9 
and to 

industry in general for this in ormation to be made avnilab e to the 
FDA1 inspector. 

Mr. GLESS. Thank you very much 
That is all, Ilr. Chairman. 
The C~~arnx~s. >fr. Hemphillt 
Jlr. ITENW~.L Thank you. 
I have one question here. 
On page 4 you make a statement in the last para,mph : 
The general formulations for aU of these dairy products are aelI h-nom-n 

to the Food nod Drug Aduiinistmtion. 

Does that mean that any formula that you hare or use in connection 
with the industry is known now? 

3fr. H.mc~rro~. Xr. Congressman, those are formulations Khich 
are provided for in the Federal standards of identity. There nre 
Federal standards of identity for practically all dairy products, nnd 
these are st:rndnrds of identity n-Irich have been promulgated by FDA 
itself and, in the case of trio dairy products, butter and nonfat dry 
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milk, standards of 
gress in legislation. 

identity have actually been prescribed by the Con- 

SO that for all of these food products, there are standards of 
identit , and obviously, they are well known to FDA, which has 
promu ated them. 

Bfr. ti EMpHIL. But not nece.ssarily standards telling the exact, 
proportions? 

Mr. HABBEKTCIN. No,sir. 
Mr. HEMWILL. Or the manner in which they are put together? 
JIr. HABBERTON. We think that would involve a great many trade 

secrets 
Mr. HEMPHILL. That is like Coca-Cola or Pepsi-Cola or something 

like that ; you hare the same problem? 
Mr. %IXERlW.-.  Yes, sir. 
Mr. HEJIPIIILL. I rould suspect, becau-se I have such admiration for 

the dairy industry, that you people Tould want to make certain that 
your products continue to have the highest cleanliness and also food 
value, lvould you not? 

Mr. HABBERTOS. Indeed, ae Kould, sir. 
Mr. HEXPIIILL. But your objection is to giving access to the books 

and records ? 
Mr. HACUTRTOS. Those, we beliere, nre the prirxte property of the 

manufacturer, and in the case of the precise formulations, \ve think 
that those clearly inrolre trade secrets. They are valuable to the 
manufacturer. 

It may be a formula rrhich the manufacturer has developed over a 
lonr neriod of l-ears. He nrobablv thinks it is the rerv best nroduct 
thn~c’an be m:lnufactured. jnd he does not want other manufacturers, 
does not want the public, .in general, nor does he want FDA, to know 
what the exact formulation is. 

3ir. TIEXPIIILL. Suppose the language in the legislation mere 
amended to protect the trade secrets except in those instances where 
there was some noof first that there 352s some injurious quality, not 
just a suspicion, t ut some fact of injury or harm. 

You would not hare any objection under those circumstances, would 
you ? 

Mr. I~ABBFTRTOS. Tell, sir, vve think there is still a great deal of 
dancer from inadrertent disclosure of information of this kind. 

I<seems to be verv difficult to confine it to the manufacturer’s fil& 
once the files are open to anybody, Khether it is a Government inspector 
or anyone else. 

3fr. HEMPIIILL. I understand that, but there are some people, of 
course, who see danger in everything the Government does, and, yet, 
those people who rrrite us about the Gorernment are wilhno to ride 
in the ships across the ocean on high-priced racationsor take a 2 vantage 
of the sul)sidies to airlines or ITrite us to help out the railroads or 
an 

f 
thing else. 
t sort of depends on whose ox is gored in this business of the Gov- 

ernment being dangerous, is that not about the fact of it! 
>fr. ~~uERToS. 17e5, SIT. 
hfr. IIEJIPIIILL.. Thank you so much. 
Thank you, Mr. Chairman. 
The CHAIRMAN. Mr. Sibal? 
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Mr. SIBAL. Mr. Chairman. 
I would like to get into the purpose of the re+~d for the right to* 

make the inspection of records 
Mr. HABBERTON. Of what, sir? 
Mr. SIJML. The nurnose bkhind this reoue.4 
I do not think &&ody can seriously &ue with you that it is not 

pro 
of t f: 

er for the Government to get involved in trade secrets and things 
at nature. but it does not seem to me that vou can use this as nn 

excuse to brush aside some of the pertinent aspects of reco~ 
Is it your position that if, for example, Mr. Habberton, some evi- 

dence, not conclusive perha s, of impropriety in the production of a 
particular product cannot l!e develofed further by checkin&oa com- 

~ 

plaint file to see if there has been a listory of complaints a ut this ’ 
product, which perhaps might form a pattern, is it Tour position that ’ 
this is not relevant and should not be made available to an 
not trying to intimidate the industry or to in any wag im o& him: 
self upon your management, but to find out simply if the pu t- 1~ needs 
some additional nrotection. 

Mr. %um&. Well, sir, rre think that this is information which 
FDA can easily get under its present authority; its authority to take 
samples of all of these food products, to take samples of all of the 
ingredients, to nnnlJze them nt any time, to do so repeatedly, can go 
into that just as deeply as it rrishes to, and, by doing that, it IS getting 
reliable scientific informntion as to \vhether there is any basis for 
the complaint. 

We think that since this information can be gotten by FDA1 under 
existin= nuthori.ty, thnt its nuthoritz should not be extended into the 
realm of the prorate property, the private files of the manufacturer. 

1lr. SIB.\L, I I\-\-nnt to say thnt I am well aware of the danger of 
ririnr ndditionnl insl,ection rights, particulnrlg in the record field. 
v MrY !TARBI~~T~~. Yes. 

Mr. S~KAL. There have bee] 
before this committee but hefo, 
rres?. where constant request tor nddltlonnl DOKer W11Cf1 

n mnnp pieces of legislation, not only 
re the .Judicinyy Committee of thisCon- . . . . 3.. * 1 

ihe t;nditional scope of Government inrrstignting agencies-have-been 
requecte?, nnd I certainly n=rce thnt we hnre to be careful and have to 
xntch this X-cry carefully in order to protect basic rights. 

But There 11-e hare public hrnlth as our purpose, it is very difficult 
for me, as the chnirmnn indicated in his question, to understand why 
if n particular product is under investigation, the whole area o I 
public exprescion, including complaints to tile rnnnufdcturer, should 
not be mnde a\-ailable to tile inre.ctiqnting authorities. 

hit-. H.~I~I~EP.~~s. Oh. sir. if FD.1 is nctuallr conductinc an in- 
vestigation of a particular product, in the course of that in _ 
it can get a wvnrmnt and get all of this information. 

\CP Crn.r 1+1>oct, "n+rsnc.*rrC 
L~1L.LJ.U.I”. LLlln;lIl,l-“CI,,,,“LI- 

Mr. 11.4n1~nros. It Kns that autl horitc under existing la 
Mr. Sm.t~. It has to get that \vsrrant*ihrough a court-pm 
Mr. f-F-4neERmx. Yes. sir. 
Jlr. SIB.\L. Do you think it should be recluired to ro to cou 
Mr. 1%4nnyRTos. I think that it should *Khen it iz going into privata 

files. 
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I ma 
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add to that that complaints, if they are a matter of interest 
, are certainly no less a matter of interest to indust itself. 

Certainly the food industry does not want to have dissatis ed cus- -7 
tomers, whether there is some basis for their complaint or not. 

Every complaint which is received, I am sure, by a dairy products 
manufacturer isconsidered. 

An effort is made to try to determine whether there is some basis 
for it, and if it should develop that there mere some basis for the corn- 
plaint, naturally, the food industry itself would be the first to want 
to take any remedial action that might be necessary, because. its own 
self-interest is so closely tied up with matters of that kind 

Mr. SIBAL Are you not real1 saying that if you folloa your state- 
ment through to its logical cone usion, you come to the conclusion there r- 
should be no Government inspection; that the food industry would 
takecareof itself? 

Mr. H~nourrow. Oh, no, sir, I do not take that position at alL 
We think that FD-4 should have this broad authority which it has 

to inspect right now, this authority to come into the factory, to look 
at ererything in the factory, to see the entire manufacturing process, 
to trike samples of the food and all the ingredients, to make analyses. 

That is a very broad inspection authority, we think, and we think 
FDA should have it. 

We think it should have it by a11 means, because in the case of these 
people rrhom the Secretary referred to as fly-by-night operators, if 
they are using improper ingredients, certainly FDA ought to Imow it, 
and the “ray for them to learn it is by coming in and taking samples 
of the ingredients in the foods and conductmg their o\m analyses. 

That IS the very kind of authority, it seems to us, which Till result 
in FDA’s getting the information that it needs and rrhich it must have 
as a basis for pr&ecutions. 

Mr. Srn~ So it boils down to the fact. does it not. that if a hren 
person makes a complaint to the FD,4, then this complaint is a p;oper 
prt of theinvestigation? 

Mr. H,~BBERTOS. I think it xvould be. 
Mr. Srna~. I3ut if the complaint is made to the company, it is not? 
Mr. HABBERTOS. Well. I think that in either event it is a matter 

which ought to be pursued br court process rather than by broad, 
srreening authoritv to a Feden insnector to come in and look at all 
of the pl;nt’s files z&d records, ) 

Mr. SIB.~L. Do you think it is possible perhaps to limit this right 
in some nxr to strengthen the requested authority of the FDA without 
opening this door, which I want to make clear I fully understand and 
am in nmpathy with ? 

3fr. RIA~BERTOS. Yes, T appreciate your 
not beliere that it xvould. R I do not believe t 

osition, but I frankly do 
at it would be. possible to 

limit this additional authority in such a way that it Rould be satisfac- 
tory to FDA and still, in our opinion, still have a constitutional inspec- 
tion statute. 

3fr. Sn3.4~. Has any discussion been held between the industry and 
the Food and Drug Administration in this area? 

Mr. %RP,ERMS. There has been discussion, yes, sirlthere has 
Tt has not assumed anv definite planning or anpthmg of that kind 

There has been incidental discussion. But we believe that if this in- 
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ction provision were to go beyond its present scope and purpose, 
t rat It would infringe upon constitutional guarantees. 

Mr. &FLU.. Just one additional question. 
Has Secretary Celebrezze expressed himself in this area since he 

has assumed office P 
Mr. Ii~nu~rrro~. y do not believe that he has made any public ex- 

pression of his own views, on this. If so, it has not cOme to my 
&.ention. 

Mr. Smut, So when you refer to the Secretary, you refer to his 
PA ecszs!xr? 

Mr.Haooemx. Right,sir. ’ 
Mr. SIML. Thank you. 
TheCa.mnfiax. Air. Dinwell 9 
Mr. DIS~EIL Yes, Mr. chairman. I had a number of questions I 

wanted to ask the witness, if I might 
You referred to specific polver in the Food and Drug Administra- 

tion to secure information, books, records, and so forth. 
You referred to section 703 whereby the FDA may demand ship 

ping records for use in civil proceedings. 
XOK~ does this section deal only r&h shipping records or is it more 

broad ? 
31r. J~.UXERTOS. It hns to do primarily with shipping records 
Mr. DIXGELI,. I see, Rith shipping records. 
Does it have to do with anpthing besides shipping records? 
Mr. ILB~FXTOS. Kot so far as a specific grant of authority is con- 

cerned. 
>Ir. Drxmtt. So it has authority to get shipping records only 

through ciril proceedin,~. 
KOK, xrhat kind of Cyril proceedings may it secure these ship ing 

records it, in cases inrolving seizures, m cases involving misbran mg, 6! 
or in cases involving what ‘? 

Xr. HABIERTON. It can pet this shinninr information without 
there being any proceeding p&ding at alLL ’ o 

Mr. Drrc~~. Just on shipping? 
Mr. ~~55~~~ox. That is right; yes, sir. 
Mr. DISGELL. Shipping information as to what, volumes and quan- 

tities shipped? 
Mr. JLIDBERTON. And who is the shipper. 
Mr. DISCFILL. And who is the recipient? 
Air. HMNERKW. ‘Xho is the recipient or consignee, and then FDA 

can take that information and institute n proceeding based upon the 
information gotten under ‘i03. 

Ur. DISGELL. These shipping records to rrhich you refer are solely 
records of quantities shipped, persons doing the actual shipping and 
receiving, is ttat correct? 

Air. H\BBERTCM. Yes, sir; that is correct. 
Mr. DISGELL. And they arc no more broad, the shipping records 

provision is no more broad than that, am I correct? 
Mr. JLNERTOS. I think that is correct, sir. 
Mr. DISCELL. So that, in a sense, then, is a very limited power that 

the Food 2nd Drug Administration has, is that correct 1 
Air. IC+.B~ERM~. Vie think it is a rer-y broad power. 
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Mr. Drsar~~. As a matter of fa4& section 703 here says: 
For pnrposes of enforcing prorlslons of this act carriers engaged In interstate 

commerce and persons receiving food and drug+ 
and so forth- 
food, drugs, derices or cosmetics in Interstate eommeree or holding web articles 
so receivx3 shall. npon the request of an officer or employee. duly designated 
by the Seeretarp. permit such omcer or employee at reasonable times to have 
access to and to eons all records sbomine movement in Interstate eommeree of 
any food, drug. de&e or the holding the&f during shipment and the quantity, 
shipper. consIgme thereof. 

So this is the only power Food and Drug has to actually look at the 
bills of lading, is that not correct 0 

Mr. HABBE~TON. That would be the thing thev would look at first. 
I would think. 

u d I 

Mr. DISGELL. But that is actually all they really have the right 
to do. look at bills of lading. shinninr documents and so forth P 

Al;. H~sura-ros. It em&es ‘F’DX to make out a case in interstate 
commerce, and it has complete jurisdiction over the matter, so it is a 
broad power. 

Mr. DISGELL. This only establishes juri+diction. This section does 
not in any rray apply to the contents of the goods, the food additives 
used, pesticide chemicals used, the menner of treatment of the com- 
modity in transit, rather the amount of treatment of the commodity 
as it is manufactured; am I correct; or the way in rrhich it is treated? 

>ir. ~km~ros. dfter it gets this information under 703, it may 
then seize the food product, if it wishes to doso. 

3lr. DISGELL. KOK, on what basis can FDA seize, then, this particu- 
lar commodity ? 

hfr. H~nnraros. Because it has a right to inspect all food products. 
Mr. DISGELL. It has a right to inspect food products. This is 

exactly it. 
Then. on the basis of this the Food and Drug Administratior. has 

got to go in and has got to take samples; am I correct? 
?dr. HAuuERTos.~~eS, sir. 
Mr. DISCELL.. This is the limit of their actual povier to reach and to 

investigate the kinds of additives, whether the food or drug is con- 
taminated. dangerous, or unsafe, rrhether it has claims made for it 
Khich are in excess of fnct- 

This is the limit of the pan-ers of the Food and Drug to actually 
determine these things. is to co in and take samnles and make labora- 
tory analyses; am I c&Act P C 

I 

This is the onlr 
-cp 

orrer Food and Drug actually has concerning what 
goes into that foo . the nature of the food, whether it is clean, whole- 
some, contaminated, rrhether it happens to have an excessive amount 
of chemical additix-es, whether it happens to hare disallorred chemical 
additives, xvhether it ha 
filthy, or adulterated; is t US not correct? P 

pens to be unsafe or contaminated, dirty, 

Mr. HABBERTOS. You mean it is the authority that they have after 
it leaves the factory. 

Of course, it can do all of these things while the process is going OIL 
Mr. DISG~LL. Qhile it is in the factory by going in and taking 

samples and then taking them off to have them analyzed; is that not 
comtf 
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All right; now, they have general authority to secure shipping rec- 
ords for use in criminal prosecutions; is that not correct? 

hi r. HABBERTON. Yes, sir. 
Mr. DINOELL. This authority in criminal prosecutions is limited 

solely to securing shi ping records! - 
Mr. HABBE~~T~N. s es, sm. 
Mr. DIXGE~, Am I c&n& 9 
So. in effect. the onlv real authoritv thev have to determine what 

go& into the f&d, the Gature of the fo& or:he nature of the chemical 
or medicine is the poxrer that they have to make a chemical analysis of 
the food; is that not correct? 

Mr. HABBERTOX. Well, sir, let me go back to--- 
Mr. DIXGELL. The only nuthoritv they have, according to your testi- 

mony, is to make a chen&l analy>is of the f&d. - - 
This is the onlv statutorr authoritv the Food and Drug has is to 

actual1 make a &emjcal- agalysis of ‘ihe food; is this notTight P - 
hlr %I.+. ~mxrox. 

at ali is necessary. 
X0, sir; it is not because many times no analysis 

It may be quite erident merely by visual inspection of the product 
that it is contaminated or deteriorated and analysis would not even 
be necessary. 

Mr. DISGELL. Let us concede that this is true. But there are large 

are verv difficult to d&ermine bv other than rerv comDlicated chemi- 1 : 
cal a&lysisP 

” - . 

3Ir. H,rnn~mos. Ye5 sir. 
Mr. DISGUL. Inrolrmg a great deal of time? 
Ilr. HABIIER~N. Yes, sir. 
hfr. DISGELL. Involving a great deal of skill. 
In some instances on the order of a feK parts per billion; is this 

not correct. 
air. HAWIER~S. I believe there are no tolerances expressed in 

terms of parts per billion. There are, of course, many eapressd in 
terms 0fErts per million. And as pointed out iu our prepared state- 
ment, F Ji can enforce each of these tolerances by use of the prac- 
ticable method of analysis npproved by it at the time it established the 
tolerance. 

3fr. DIXGELL. So gou propose to continue limiting the Food and 
Drug Administration to the power t~~~?al;~~~_~~;he basis of a batch- L- 1 -..L .~.I - -~~ -I- L- _.~.._1. --- ----I:--‘-, 
a&lytical, chemical Ipro&dures: and based on-an in&ti&ion-by: 
inl-estigatlon basis. 

As a matter of fact, your objection lies to the fact that Food and 
Drug could, if this bill is passed, go in, look at laboratory records to 
determine whnt the corn 
facturing practices, wt -I: 

any’s orrn records say with regard to manu- 

is this not correc+P 
regard to quantity and types of additives; 

This is your objection to permitting the Food and Drug to go in and 
to do these? 

3lr. HARBERTON. It is one of our objections. 
Iir. DISGEIL. This is your principal objection, as I re3d your -.I- . maxemenr. 
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Mr. HABBERTON. We object to it on many grounds, as pointed out in 
ou;~;~rrlam~a;~~nt.. 

Well, what are your other grounds? 
of objection P 

What are your other grounds 

Mr. HABISERTON. Well, sir, we ob-ect to the extension of this author- 
ity to all kinds of books and recor d s, not just mere1 to formulations. 

Mr. DISGELL. Supposing we were to limit it to Lo ks and records 
dealing with manufacturing. Would this eliminate your objection0 

. ,\ir. ~~arc~~rmos, Dealing with manufacturing? 
Mr. DISCJELL.. IT&.. . 
Xanufacturing, the quantity, quality, and types of additives and 

dealing with the nature and the character of the foods Am I car- 
rect ? Would you object to thisP 

Mr. H.\anmmN. I do not know just n-hat would be included within 
the term “manufacturing ” 

Mr. DIXGEU. I yield t”dmy colleague from California 
Mr. Moss. It just rrould seem to me at that 

cant rols, ingredients actually received and u 
oint that formulas, 

dcertainly would be 
records henrmg directly upon manufacture. 

Mr. DISGELL. If we limit it to records bearing on manufacture, 
do you hare any objection, then? 

Mr. HAUUERTOS. We still think that it is an unwarranted and uu- 
necessary extension, 

Mr. DISGELL Vex-y m-ell. 
Let us take a look at this, then. 
You tell us that this is an unrrarrnnted extension. The present 

pan-cr of the Food and Drug entitles them to station an inspector upon 
the premises; is that not rightf 

31 r. HAEB~IY)N. Yes, sir. 
Mr. DISGELL. To conduct a continuing chemical analysis; is this not 

correct 0 
Mr. HABJERT~S. He can stng here as long as he wishes to. 
Mr. DIX-CELL. -%nd to scrutinize the exact processesf 
Mr. HABBFRTON. Yes,sir. 
Mr. DISGEU. But he has no power to determine what has taken 

place previous to the time he enters the scene or what is needed to 
xotect 

f 
the ;\merican people from contaminated and adulterated 

ots that may have proceeded through: is this not correct? 
)ir. I-tinnEn-roH. h’o, sir, I do not think it is. 
Mr. DITGELL. The only porrer he has is rrith reference to lots that 

have already gone through-interstate seizure-is that not cord? 
Mr. H~nrnx~os. He is charged rrith the protection- 
Mr. DISGEIJ,. I knorr he is charged, but he does not haTe any power 

to do more than this. 
Mr. IT,\nnxnros. Xo, sir: that is not correct.. 
Mr. DISGT.LL. I recognize he is charged, but he does not have any 

more power than this. 
Mr. finnrxros. I think he does haye the porrer: I think he has the 

authority. 
Mr. DISGELL. You told me his po\rer is limited to seizing of records 

to 410~ that the shipments are in interstnte commerce. 
>ir. Iktnr.~mm. That is xhat he has as a result of section 703. 
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hfr. DINOELI~ Then he has the ower of taking a batch-by-batch 
basis to make chemical analysis to 1 . etermme residues thnt are present, 
chemical additives. amount of them. and so forth 

This may take a &bstantial period of time, may it not 1 
Bfr.Hinn~rmo,v. Yes. 
Mr. DISG~~LL. So, in effect, what you object to really is to workable 

factory inspection. 
Mr. H~BBERTOS. Oh, well? we think they have workable factory in- 

s 
R 

ection right nom. 
resent law. 

We thmk that is exactly what FDA has under 
t e 

&. D - IXGELL. As to the factory but not as to the records which 
would &OK That exactly goes into the food B ..- 

Mr. f iDnERTOS. Well, it can do better than that under the present 
law. 

It can do better than hare the records. 
It can foIlor the food itself. The record would not, as one lavger 

to another, sir-the record would not be the best evidence as to a vio- 
lation. It Kould be the food product itself rrhich rrould show the 
actual contamination or adulteration. 

Mr. DISGELL. I recognize this, but the records would make it a 
great deal easier to prove contamination or to prove unsafe additives, 
would they not P 

Mr. HAISBERTOS. I do not beliere they would,sir. 
Mr. DISWLL. It n-ould make it a great deal easier for the Food and 

Drug Administration to determine xvhether or not there is an im- 
proper additive or contaminant present in the food, would it not? 

kir. I IAUBF~TOS, Jfr. DingelI, I do not believe for a minute, 1 just 
do not beliel-e for a minute that if a sharp operator, a Ay-by-night 
operator, is going to exceed these tolerances, if he is going to adulter- 
ate, I do not believe he Kould erer in the world put those thins in 
his records and files. 

Mr. DIXGELL. You do not think so? 
nlr. Ilaonm~os. 1 do not tliink they would erer appear in his 

formula files. 
Air. DISGELL. But your opposition to factory inspection rrould 

make it a great deal easier for him to do so if he were inclined to, 
would it not? 

Mr. t iUBF2TOX. Ithink- 
Mr. DISGELL.. Your opposition to really xvorthrrhile factory inspec- 

tion xould make it a -eat deal easier for him to hare records inrolv- 
ins contamination an 2 unsafe manufacturina ,ractices if he were of a 
mind to keep that kind of records, n-ould it not. -4 

?Ifr. ~h3RERmX. If he wanted to keep adulterated records? 
Mr. DINGEU. I am not talking about adulterated records. I am 

talking about factual records of adulterated, unsafe foods, drugs, or 
cosmetics. 

hfr. Moss. Would you ‘eld 1 
Mr. DINGFLL. Let me f?* 

to ield 
msh this one questior+ and I would be happy 

ip s thisnot a fact? 
Mr. D.*asERrn~. No, I do not think it, is. 

Mr. DI~Orr.n, YOU do not think it is easier for him to do this? 
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The CHAIRZIAN. I think you ought to let the witness answer, Mr. 
Dingell. 
tion. 

And, furthermore, you have got 17 or 18 pages of his opposi- 

Mr. DINCELL. I recognize this, 3fr. Chairman 
The CIIAm~~Ax. Jf you want to set aside some half day to sit down 

and argue this, I will be glad to do that. 
hfr. DINGELL. I do not aant to do that, Mr. Chairman. 

to scrutinize very carefully his position 
I just want 

The CHAIRMAN. If you read the 17 pages, I think you will SCN~~- 
nize his position 

31 r. DIKGFILL. I have done so, Xlr. Chairman. 
Ztfr. hfoss. In the press durmg this past week I have been interested 

in noting a case where it would appear that not fly-by-nieht operators, 
but an entire segment of the food industry is at least alleged to have, 
within the meanmg of law, adulterated or misbranded rts. product, 
and I am referring to the macaroni or pastry. 

hfr. FRIEDEL. A little louder, please. 
hlr. 3Ioss. I am referring to the stories now currently being printed 

about the macaroni or pastry industry where, because of the price of 
certain ingredients normally used, there has been a substitution. 

Now, that is allened to have occurred. 
I hare no knoaedge other than what I have read in the papers. 
But on this product under these conditions I believe that the records 

of purchase n-ould be the most reliable recorh on which to form a 
judgment as to whether or not the misbranding or adulteration has 
occurred. This is, as I point out, not alleged to have been the action 
of fly-by-night operatofs, but, rather, of a very large and responsi- 
ble segment of the food mdustr%, 

So Ire cannot always, in loo mg at these provisions, say that they 
would only be used or it -crould only be necessary to use them m con- 
nection with the fly-by-night, the unstable m-and-outer of the 
industry. 

It could occur. I recall reading in Washington a few years ago of 
a major processor being charged with certain somerrhat similar prac- 
tices in the manufacture of certain meat products. 

It is not too many years ago that I have a recollection, and, again, 
I am not going to cite names, of a processor in your industry, m  the 
manufacture of certain types of cheese spreads, being charged with 
the same sort, of misconduct, and much of this would be readily ascer- 
tainable from pertinent records on manufacture or on acquisition of 
ingredients. 

?!fr. ~ISGELI,. Which are not available under present practices 
Nr. Zloss. That is correct. 
The only way they get it now is. as you say, by having the ins ector 

there snmp1in.g the batches, and through analysis determming t Pl- us, so 
that it is a dlxocerv on the spot, but difficult to check on any prior 
action before the arti-val of the msnector. 

I would point out that you, as&an attorney here, representing your 
clients, have your responsibility to them. I think n-e, as representa- 
tirrs of a broader based clientele, have a responsibility to be concerned 
with the safety, the cleanliness, and the efficacy of the things that they 
buy, and that we cannot just erect barriers and say we go not beyond 
this. 
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We have to carefully evaluate the public interest and the public 
concern. 

But there is a real need in some instances for the access to more 
records than the shinniw records. which reallv disclose nothinn but 
the consignee and thk sKipper and the route-they travel, mizmal 
records at best, to help you track dowr something which has been re- 
garded as sufficiently-adulterated to cause it to he confiscated. 

Mr. D~SCELL. I have one more auestion I would like to ask. 
Xk HLBBERTOK. I-may I just &v a word about this, sir! 
Mr. Moss. Certainly. - - - 
Mr. HABBEI~TOX. I think the very kind of information xvhich you 

sav would be gotten from the sales records can also be gotten under 
section 703 fro% the records in the hands of the carrier or% the hands 
of the consignee or holder of the food. 

Air. DIWXLL. All that shows is the designation of the com- 
modity- 

Mr. Moss. Let me ask you how that is achieved. 
Mr. HABBERT~N. After it is found who the shipper is and it is 

found who the consignee is or the holder is, it can then take the 
product and do whatever it wants to with it. 

If it thinks it is contaminated, it can seize it right there and subject 
it to analysis 

Mr. Moss. It might sometimes be a good idea to audit the records 
of such a manufacturer to determine what his practices have been, 
whetller ~htn he has had a questionable batch, he has shipped it out 
and gambled with the public health or whether he has pulled it back 
responsibly and destroyed it or cleaned it up. 

Mr. DISGELL. Over and above this, you say that section 703 gives 
power. . 

Now, listen to the language of this section : 
For the purpose of enforcing provisions of this -4ct. rnrriers engaged in in- 

terstate commerce and t~er~~ns rewiring food. drugs. devices. of cosmetics in 
interstate commerce or holding such article SO receired shall, upon rqucrt of an 
05cer or an emplogee. 

This is the people to xvhorn this act applies. 
thing about processors or manufacturers. 

It does not say nny- 

sons receiving.” 
It says “carriers and per- 

Mr. NA~~~ERT~~. Certainly. 
Mr. DIXGELL. h’ow, if the Food and Drug does not hare the nu- 

tbority to find out who at the factory site, at the manufacturing point, 
does not have authority to look at books and records and this section 
does not give them any authority to look at books and records, the only 
way they get authority to look at books and records of a person who is 
operating under their inspection is by initiating a criminal prosecu- 
tion against the individual, according to the other section that you 
have cited to us this morning. 

So, for all intents and p&poses, xvhat you are telling us this mom- 
inr IS that there is no effective insnection of books and records bv the 
Food and Drug on the site. ’ 

i 

The section you cite is limited to “carriers and persons receiving.” 
It does not have a word to say about the sender, the manufacturer. 

Mr. HABBIXTOS. Oh, well, certainly- 
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Mr. I~CELL I challenge you to tell me where in the section that is 
Mr. II~nnFRms. Well. Sir, it isn’t nece.ssary to challenge me. The 

purpose of my entire appearance here today is to object to this very 
thing that you are talking about. 

Of course they do not hnre the nuthority to inspect. files and records. 
These suggested amendments aould give them that authority, and 

we are very much opposed to it, and that IS why I am hem 
Of course, they do not have the authority. 
Mr. DISGELL. What you are here, then, to tell this committee is 

that you, on behalf of your industry, oppose any effective inspection 
of books and records of manufacturers under the Food, Drug, and 
Cosmetic Act ? 

Mr. 1-I WBEI(-M)S. We certainly do. 
We ccrtnirrly do oppose the elitension of this authority to inspect 

private files and records. We are cery much opposed to that 
Mr. DISCF.LZ, Obriously you must bnve some reason for this. Have 

you hnd a bad experience with the Food and Drug Administration? 
Mr. I IAtmERTON. No. 
We have hnd a very satisfactory experience. 
Mr. DISCEIL You hare had n verv sntisfnctorv exnerience. 
Have you found that in any way ihey nbusedihe hue process clause 

in their inspections or in their conduct of their relations with your 
industry? 

Mr. HA~UERTOS. We think that, in general, they have been very 
circumspect. 

Mr. DISCELT,. I see. 
And there is no reason to think if they get this le,nislation, they 

41 be other tlinn circumspect, or to contmue precEely the same 
pattern of conduct, am I correct? 

Mr. H,\nn>:nTos. I think they can act entire1 rrithin the letter of 
the Inw if tlwe nmendments are enacted and stl 1 be going far beyond -9 
lrhnt there is any need for doing, and I think also that if we go beyond 
the ;. ’ “---I ,,f iiispestion in our ilqection provisions, rre are 
getfInK cnro lil:.ls of unconstitutional enactments 

Mr. DISCELL. I see. 
In eflect, you nre a little bit like the old maid who looked under the 

bed rind sort of hoped she rrould find somebody aas there+ am I 
correct ? 

Thank you. Mr. Chairman. 
The CIL~JRX~S. Thank you very much. 
Mr. IT.uvmmns. Mr. Chnirman, may I just sny one further sentence 

on the matter of complaints 
I \wnt to make it clear thnt manufacturers nre interested in com- 

lilaints. Every compl:lint thnt is receired by food manufacturers is 
considered. 

If it should hnppen! ns has been srlzgested by one of the members, 
thnt tllere might l)e n series of coniplnints coming from one person, 
n series of coml,lXintc concernin= a pnrticrilnr aspect of a product. a 
pnrticulnr product. the manufncturer would be the most interested 
per.son of nli in trrinr lo see that erev step wrns taken thnt could 
possibly be taken in order to correct nnythinz that needed correction 

.% XVP tllink tll:rt tllnt islnr~e1.v a self-policing matter. 
The C~AIRX\S. Thank you very much. 
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Mr. I~BBEIZTON. Thank you very much, sir. 
(The following letter was subsequently received for inclusion at ti 

point in the record :) 
Was~a~oron, D.C., AugwleS.196Z. 

In R H.B. 11!58L 
Eon Osm Haaaxa. 
Chairman, Commitlee on Interatots and Foreign Commerce, Howe Or! Build-J 

ing, U’aahington, D.C. 
DUB Coxcs~ss~a~: On behalf of the Dairy Industry Committee, I had the 

privilege of appearliq before the House Committee on Interstate and Foreign 
Commerce on August 22 In opposition to title II-the factory Inspection pro- 
*ions--of JLR 11581. 

As chairman of the committee, yen expressed some surprise that the dairp 
products industries would be opposed to these provislona. I did not at the thne 
fully understand the significance of your comment, and I fear that the explana- 
tion which I gave was accordingly not responsire. 

I hare since that time realized that yen were probably thinking more of 
milk than of other dairy DrOduCts and felt that such an DnsoDhisticated food 
could not involve any 616 or record information which industry would not 
be glad for FDA inspectors to hare access to at all times. It is of coarse a fact 
that in addition to milk itself. there are the basic deriTativea namely cream 
and skim milk in fluid, dried,. frozen, or concentrated form, to rrhich no in- 
gredient is added With respect to such products there obviously would be 
no formula files 

On the ether hand. there are a very large Dumber of dairy products which 
are fabricated from two or more ingredlenta and there are Federal standarda 
of ldeotitg for practically all of them. Ice cream, for example. doea contain 
numerous inrredients iacludinz stabilizers to inhibit the formation of Ice crva- 
tals, and other components in iddition to the dairy ingredients. flavoring. sw&t- 
ening. and possibly coloring. While conforming with the standard of identity, 
the iodiridual Ice cream manufacturer may wry properly feel that his own 
Drecise formula makes a better and more Dooular ice cream than the Droducta 
bade under the slightly aifferent formulas- o? his competitors. 

What I have said about ice cream also applies in large measure to other 
manufactured dairy products. There are, for example. no less than 6.5 Federal 
standards of identity for cheeses, processed cheeses, cheese foods, and cheese 
wreads. and the manufacture of these foods may. and generally does, involve 
the use of numerous ingredients other than dairy ingredients. 

Accordinc!r. the records and files of the dairv Droducts mannfactorer are 
-  -1 

as important to him and as much his own valuabie proper@ as are tbe records 
and dies of the manufacturers of any other category of food products 

I shall appreciate your causing this letter to be added to my testimony aa 
part of the record 

Sincerely yours. 
BEIFJAMIY G. Haascu~o~ 

The CIIAIRUAS. Jir. Andrew J. BiemilUer. 

STATEMENT OF ANDREW J. BIENILLER, DIRECTOR, DEPARTMENT 
OF LEGISLATION, AFL-CIO; ACCOMPANIED BY ANNE DRAPER, 
RESEARCH ASSOCXATE, DEPARTNENT OF RESEARCH, AFL-CIO; 
AND KENNETH A. MEIKLEJOHN, LEGISLATION REPRESENTA- 
TIVE, AFL-CIO 

1Ir. BIE~~ILI.FX. Vr. Chairman, my name is -4ndreK J. Biemiller. I 
am director of the Dtpsrtment of Legislation of the -American Federa- 
tion of Labor and Congress of Industrial Organizations 
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J am au.xmpn~~ied by Miss .inne Draper, an economist from the Re- 
sezrch Department of the -\FI&‘IO,, and Xr. I(enneth A. Meikle- 
john, one of our Ir~islstive representntives. 

I am happy to be here today to testify on H.R. 11581, the Drug 
and Factory Inspection -~nendments of 1962. 

The prexnt. hearings take on n special urgency because of the recent 
exposures concerning the drug indxtry. I refer to America’s in- 
credibly narrow esc;tl)e from general dtstribut ions of the dangerous 
“trtnquilizing” drug thalidomide, which had such tragic results in 
Europe and which, I any sure, is a nratter of intense concern to the 
members of this committee. ;2nd I reier also the evidence of tm- 
conscionable profiteering in this indust r-y. 

IA me dwell for a moment on the recent narrow e.xa e to which I 
refer&. f ,111 of us who zix-e drws to our childten or ored ones do 
so with fai!h in the doctor%o ~&ribed them. the clrug~ist whocom- 
pounds the prescription and the industry that manufactured the 
basic iqredients. 

UTe have to have this confidence. If ~-e don’t, then recovery from 
illne.ss or retention of hr:rlth are impossible. Rut how can n-e have 
this conftdence wit Irout basic protective legislation? 

IZero xe hare an industry that. tried its utmost to bulldoze a dedi- 
cated (;owrnmcnt into =iviny a clearance on a drug that the employee 
sll‘pcd4vl TX-2% tlnII~w-olls. IIere VP have an industry proven to have 
intlxted its priws !MYVO~C~ all lrcunds of comprehension. 

.\I1 of us can imn$ne, I am sure. the unccrtsintv in the mind of a 
motI:er wit!1 a sick child. She w:u;ts her child to recorer; she wants 
to be sure of the tlruz she is ntlmini~terin_n. She needs- and I submit 
she should hare. that contidrnce and it Fs vSthin the solver of this 
Connress to fire her that peace of mind. 

IE now thnt this committee does not hare before it the mice nrob- 
lem. but I would be derelict if I did not point out that 1x-e a;e urgently 
concerned over the high prices of many vitally important drugs, and 
that rre consider 1I.R. 11581 seriously defective in failing to deal with 
this problem. 

We hare indicated in testimonv before the House Judiciarv Com- 
mittee our strong support for H:R. 6215, the **Drug Industr$ Anti- 
trust Act.” mesentlv nendirm before that committee. which would I 1  

effectively deal 
I 

n-ith?t. 
c 

Here. I must reiterate our riew that there is 
urgent need for legislation to brinr down the high price of dru,?, as 
well as to assure their safety and efftcacy. Let me add this word 
about thalidomide. While rre are very thankful that the drug was 
kept off the market, x-e are also concerned that the drug provisions 
of the Food, Drug and Cosmetic Act be substantially strengthened 
all nlonq tlte line. We can’t ever again run the rick of dankTrous 
medicines getting to our population. and I say that on behalf of the 
14 million x-n-e-earning families x~ho are niembcrs of AFL-CIO 
unions. T!re Dr. Kehvs drsen-e the backing of sound legislation. 

\Ve in the AFGCId hare concerned ourselves with the Food nnd 
Drug Act for many years, supporting nmentlntents to strengthen it 
ant1 seckitr,: ntlequnte appropriations for the Food and Drug Ad- 
ministrat1011 to carry out its\-it al functions. 

OIII. co~lr~ern aIrout these dunk problrnls is not naw, it \vas set forth 
in the mo-t recent consumer protection resolution, passed by the 
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Fourth Constitutional Convention of the AFL-CIO on December 
12,1%X. The pertinent portions read as follows: 

Tbe most glaring of the consumer interest issues arising over the past 2 pears 
is tbat of the high price of prescription drugs. ha.sed on monopolp patent rights, 
restrletiTe licensing agreements, brand-name promotion and rast outlaSs for 
adrertising. Drug industry profits. runnuig at 18 percent on stockholders’ io- 
vestment, outstrip those of ail other manufacturing industries in the country. 
Further. the drive for nroflts has led to irreswosihle adrertiisina claima con- 
cealment of dangerous side effects of pan-erful drug agents, and the subordina- 
tion of research on useful drug products to the de’Felopment of incon~quential 
sales gimmicks of little value to the art of medicine or the ultimate welfare of 
sick patients. Reforms are clearly called for in behalf of the consuming public 

. . . . . . * 
New, thert+we, be it resolved: 

* . . . . . . 

We call upon the Sational Congress to enact legislation that mUI bring down 
the high price of prescription drugs, combat misle;lding advertising by drug 
companies. and Improve the safety and usefulness of drug products general&. 
To this end we endorse tbe provisions of S. lSXZ, and H.R. GZ45. pending iu the 
current Congress 

. . . . l . . 

We urge new amendments to the Food. Drug and Cosmetic Act to strengthen 
the poRers of the Food and Drug Administration in hehali of the consumiug 
publw, including these provided by S. 15.52. In additiou. power is needed to 
require manufacturers to pretest therapeutic devices and cosmetic products for 
snfetc before putting them on the market 

Mar I rend also the text of a statement issued by the AFL-CIO 
exe&ire cou,!cil during its Chicago meeting August 13-16: 

Ke join niib the I’rcsldrnt of the L-nited States and the entire Americ-n 
public ill ex])reGog our ]wofcundert con;ratul.%tious and gratitude to Dr. 
Franc-s 0. Kel+ey. of the U.S. Food and Drug Admiui-tration, for her courageous 
persistence in withholding approval of the dangerous drug thalidomide from the 
grneral ],rr&i]~r:rm market. Iler action, in tbe face of strong pressure for its 
rrlesce. is in tbe fineqt trnd:tious of publicsem-ice. 

It i< a <ad com’l!eutnry, nonrrbcle~s. tb;it our prrr;eut fo,:d and drug laws are 
.w inndrqwrc thal it takes bernicm to administer them prqlerl~ in behalf of 
the cou533mia:: pulll~. IXo]wfullF the s]oq- of the lhnlitlomide tragedies till 
slwr rbe Congrecs to enact much needed druc rt*fonn legislation in full and 
uudiluted form, such as the AFLCIO bar su]mortcd ever since the facts ahout 
drup iuductry practices hecnme apparent fr% the exbnustire lnrgtigatlona 
undertaken by rhe Senate Antitrust and Vonopolp Pulvommittee, under the 
chairmanship of Senator Estes Kefaurer. 

l‘lw th;~lid~~mirle e]“+r;de bns served fo blgbllght one of the very tmportant 
series of cwm]Jex and rital issues involwd In the legl~latire pro]~ocals gron-lug 
csr:t c f fhc I;ef.~uver inrrz]l=;itlons. The ssferr of drugs is ]mramouut and erery 
cff~~n +ould lne made to kee that unsafe and new druzc do not reach the public. 
1~1111.~ nclcqrm]c nui:nal tests should he rtguired, 3~ a matter of course, before 
clruz% are u-~1 erm In limited es]~erimental amounts ou human beings, and the 
Food and Dry Admini~tmtlrm rbould be lairguarded from undue ludustry 
prr~.urt’s fclrha+ a]qroT-sl of inadequately tested drugs. 

Additionnl Tafet?. mrawrec needed Include more adequate factoF iurper(ion 
powers. for the Food and Drug Administration. Ibe enforcwnrnt of manufacrur- 
in;’ ~t:lnrl:irdy liwnsin : of tlrur nmnufxturers. tbc nddition of trrts for efficacy 
of new dru:~ 3s well as for nafcq. pro\-i<icms f<,r ]8wm]vt rqwrting of adverse 
cidc (ffcc:c of drugs to the Food and Iwug Adminictration. Ptrongrr authority 
1,) rwur~re hnz?rdouc drugs frctm rbe market :IIIC] lvxikions for seelug that 
]w’crihiw t]oc]~~rs &*re fully and trutbfull~ iuforuwd as to the effiacy and side 
effrvts of drugs. 
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relnrt-4 out by the Senate Jndiciav Committee bns been completely stripped 
of fts original rrateot amcntinwot yrol-isions. which are the liey to price reform 
in tbiq indwtrr. The hill offered try tbe ndmini9ration in tbe H~u.se of FLepre 
seutatireu. H.R. 11;181, is silent on this Issue. We strongly urge the prompt 
adoption of adequate measures not only tu insure the safety and efecacy of 
(II-u~Y, but also to brrog down the high price of drn~ 

The only provisions in H.R. 11581 touching on the price problem 
are sections 111 and ‘112 providin g for the standardization of drug 
names and setting out. specifications for the printing of the “estab 
lislwd name” on druo labels. We fully support the intent of these 
provisions. Standar&ntion of drug names and the specific 
ments for their conspicuous placement on drug labels mll aid 
phvsician and the consumer. 

kopefully, more general usage of the generic name b prescribing 
h~sicians \rill be encouraged so tI!nt the consumer n-1 1 not always 

f -:. 
-3 

ia\e to p.Jy the exorbitant 
F 

rices commanded by the heavily adver- 
tisecl brand namrs. \\‘e be ieve, ho\rerer that the bill’s provisions 
on lnbeling should be further strei@ene d by extending them to ad- 
j-ertisemen:s as well, as is now being propo-xd in the Senate, rather 
than conSning them to druglabelsalone. 

Very little really c:in he done? hcnrever, to bring down drug prices 
unless action is t:ikeu to deal Tit11 the pate:it mono olies which have 
been estiinntrtl to encompass about two-thirds o f all prescription 
d;u3 on tile iii:lrlxt. 

III)-t of the ::i:tendment> to tile Food, lirugs. and Cosmetics Act 
mncIc by Ii X. 11X1 relate to healrh and safety issues. We are natu- 
rally in accord rrith nieasures Khich will increase the effectiveness of 
tlie protection afforded to the publicby the act. 

Certain of the proliosed provisions have been higl$ighted by the 
ciirrriit t!;nli(Iomic!c episode and a?so recent particular mstances where 
new prwcription (!ru.cs v.-err.nctuaIly released to the 

cf 
ublic n-ithout 

an:: real knowledge of their d:ut~erous side effects an later recalled 
from the m.irket onI\- after considerable delar. JIER 29 is a clear 
er.lmple. 11-e are a;-arc of the steps taken by the Food and Drug 
-1 dmiiii5tr~tion to in:talI more :idequnte controls over the testing 
and distrib:? ion of such drugs. but Ire strongly support leg&tire 
~ne:~sures to buttress these regulations and to supply added authority 
\I-Iwre needed. 

The main amendments in H.R. 11581 that relate to proper controls 
o\-er the ielrzie of new drurrs ap ,esr to be as folloxrs: 

I. Greater Inocedurnl flexihi it? for tlie Secretarr of Health, Edu- . .{. 
Cnt ion, r.ncl TVelfnrr in :~cting on new drug applient i&s; 

o -1 requirement tluit new clrurr a -. 
ni-II repwtc OII espericiic 

plicants keep records and fur- 
e wit Ii new < r 

St.ILle :intl nflrr a ,pro\-a1 
1115 both in the inwstigational 

?,. Stren$Iwnec 1 
for the .geneml prescription market; 

autlioritr for the Secretary to remove approved 
di.iifz imn~etIi:ctcI~- from tlih nntrkct if tile?- present air iuuninent haz- 
ard to the I)ublic liealth. 

We believe these amendments are fully justified. We are not ptw 

r 
nred to comment on the specific Innguagc in whicli they are drawn, 

Jut KC Iiol’t that thcr will I\:{\-e tile etl’cct of freeing the Food and 
DtX&! -1tlinil!i-t r.itio:i‘from untlite l)rrscure in approving npplicltions 
an(I of ennMin_n the agency to make r. 
dence in bc+nlf of each ne& drug. 

thorough evaluation of the eri- 
We fully subscribe to the need for 
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a re~)orting system on experience writ11 new drugs and to the proposa1 

the S;rcgtky of Health, Education, c Tnd Welfare, reliting to the~ii- 
wstigational distribution of dn~gs, -be fully reviewed by this com- 
mittee for possible additional leglslat1re authority that may be needed 
to make them etfective, \Ve understand. for exampIe. that there is 
some question as to whether the Food and Drun Admikistration has 
:1utlw~,tv to reriuire a11i1nal tbts before a drug 2 tried out on human 
beill_rrs. ‘We rl1ink that such animal testin should be xwuired and that A 
the kood and Drug -\dluinistration should clearly have whatever 

it needs to enforce such a rexiuirement as well as other re- 
j relating to clink1 testi11q. 

nulliority i 
quirementz 

Seven1 otl1er an1end11:ents in XI?. 11551 al- bear significantly on 
the safety and effectiveness of drugs for human use. These amend- 

1ents include the following : 
(I) -\uthoyit>- for the Secretary of Health, Eduwtion,and Welfare 1X.7. 1 . r .- I . 

11 

to is5ue regulations estatmsning stnnaarus Ior manulacturing pro- 
cedures and controls; 

(2) (‘lnrifkltion ;1nd strentiheni11n of factory inspection authoritv: 
{3j kquirement that drug: bepkieskd for&i&; 
(4) Certification of all antlbioks: 

DRUG LUDUSTRY AfZC OF 1962 

to ri1able the agency to withdraw unsafe drub% promptly from the 
market. 

T\‘e su_oFest further that the nexr rwulations recentlv announced bv 

(Sj Requiretne11ts for truthful stntelnents in adrertising; 
(6) Special controls for barbiturate and .stimulantdruw. 
In ge!1c131 we r'ill)purt these ::nlcl:d:nents aud ha\-e on y a feK gen- P 

erdl obserr:&ons to make on them. 

\\‘:, bel+re :11:1t, t!1e nurhoritv for establishing standards for manu- 
fzcturing procedures and qunlitj- slrould be strengthened bp a provi- 
s1on for licensing drug manufacturing establishments. 

2. FACTORY IXSI’ECI-ION 

We understand that the pro 
which would apply to all estn 

oxd factoq inspection amendments, 
G. 11slnnents under the Food and Drug 

Act, hare been criticized as giving overly broad and \-awe authorit 
for inspection. We think tl1nt tl1e authority should be &road cnou 
to allow for adequate inzpect1o11s. but that it would be wise to 
the authority appropriately specific, so that it will stud up in court 
if challenged 

3. EFFICACY TEST6 

We strongly support the prol)osal that nex drugs be pretested for 
efficacy in addition to meeting existing t&s for .sif+g. In effect, 
this Kill mean that the manufacturer nlus; back up 111s claims as to 
lvhat the drur xrill do. This is an es+Enti:11 measure to lwotect the 

tlley are actually dangerous. 
c 

It is im ortant tl1at the self-do>nyc,“o\.er tl1e counter drugs,” should 
b 0 cow?i; - , as \\ell ns 1)re>cril)tiolt drug’, and we support prorisions 
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of the bill that would do so. These rovisiorks should deal a virtual 
deathblow to the vicious quack mti lclne 111(11tst ! . 7 which robs the 
American public of hundreds of millions of do1 ars a year. The 
ordinayy person is in no position to el.alunte s~rch claims, and many 
are ea=llT led by distwss to “try anvthinr.” no matter horr fantastic 
Our Gox’ernment is nearlv helniess in its battle to stamn out this dan- 
gerous tlrierery. n7e cjnnot’emphasize too stronglyA the need for 
t hcse provisions. 

-1s ne understand it. hen-ever. eflicacv n-ill hare to be shown onlv 
if the drum is introduced or a new &&is made for it after the ed- 
actment o f the law. This leaves many worthless drugs now on tile 
market subject only to the much weaker controls of the 

f”“” Ia: n-hi& puts the burden of proof on the Food and Drug _ dmmxz&-a 
bion in acourt of law toestablish that a drupR is not effective. We think 
the Food and Dlllg.-~dmiIIistratio]l should be allolred to challen 
the eficacy of an ewsting drng nnder the new suspension and wt. - d? 
drama1 procedures and to require roof of efficacy to be shon-n, at 
such time. Pwsiblg this is contemp P nted by the Ian,rrlnxge of the effec- 
tire dates section, but it is not clear. and we think It sllould be made 
clear. Othenr-is, it rnn~ be n::iii~ ~II-s before x~e have a genuinely 
effective lnv; that will actually keep n-orthle~ drugs off the market 

We supporr the proposed pro\-ision giving the Secretary polrer 
to requi!~ certification of hntchr= of all antibiotics in addition to the 
fire :\ntibiotics prewntlr listed in the I:trr. .is we undestand it, 
nwriv of rlle newer mtiti0tics stand in prwter nerd of The certifica- 
tion’I)rwedure than the ones already co\-eretl by- the la\v, mrne of 
wllicli. in fact. mi,~hr snfclv be tlc~ceriifirrl. Ornwinn of the newer 
n~~til~~otjt.l~o~~e~er. i; n ~oo~~hole whirls ~llonld be closed. 

Tile pro\-ision. relating to recor(l= and rel)ort5 on antil)iotics paral- 
Iel tile prolwed arnendnwll[c relating to record; and reports on er- 
perience with new dnl= and cho111tl be ellncted for the srne reasons. 

The need for legislation to control dru, (r :~dvet.t i+ilq gro~rs to some 
d+yree out of the brenkclow1 of the machmel? for ~-o~unln~ policing 
of zuch ad!-ertisillg. x+ich at OJW time ms excrci-etl br the -\merican 
Jlcdicnl .\scociatlon. Prior to l!Ci.;. drnf advert icements in the Jour- 
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try. Here, we hare a real safety issue. Essentiallq the problem boils 
down to (1) concealment of dangerous side effects of certain powerful 
drug arents, and (2) esaggereated or unfounded claims for effective- 
ness of the dru 

The -2FI-C I, 0 takes the position that doctors should receive co ies 
of drug package iwerts a.lon,a with promotional material mall -eL 
them. -In the -&se of new dtigs, doc?ors should get a full statement 
of all relevant findinrs rewired to be made under the new dnw sec- 
tion of the Foo$ D&g and C&met& Act. We understanxthat 
nyulations to this efTect hare been issued by the Food and Drug 
Administration, but the requirement should also be written into the 

‘Ire belier-e drug ndwrtisements should include a proper warning as 
to side effects. accot.lnli I!Fd i 1 r&:::.xer i:av i, mo. : fea&le. xtider 
the supenisidn of rl;e i)epnr;ment of Iieal<h, ilducation, anh -\vel- 
fare? and a full and accurate statement of the efficacy of advertised 
dwF- 

The* mea>ures should do much to remedv the IOK estate into which 
prescription drug advertising has fallen ind to increase the protec- 
tion of the public apinst errors inadvertently made br doctors on the 
In& of inadefluate mfornmntion. In riew of the intense personal stake 
that anr sick’pntient has in the matter, the general &blic has the 
right to demnrid that information going to dbctors & truthful and 
comnlete. 11-e cannot be satisfied nth antihiw less. 

-- L ~~~~ d .  .  

I-rider H.R. 11.W. the ad-rertisin,n amendments would be adminis- 
tered bv the Federal Trade Commi&ion through a broadening of its 
nrrient autllority for wlicine mislendinrr adrertisinz We think 
1 =1 

your committee <hould >irc SUIOIIS consideration to transferring this 
authoritr, inwfar as drugs are concerned, to the Food and Drug 
Admini&ration. as the more appropriate agency for this purpose. 

We hare no srwcial comments on the proposed controls for barbitu- 
rate and stimul’nnt drugs other than to &press our general position 
in favor of such controls. Ke note. horrerer. that rrhile stimulnnt 
drugs are quite broadly corered, the sedative’ drup are limited to 
barbiturates. 11-e believe that controls orer sedatire drugs should 
be of similarly l)rnnd character. in order to prerent the bootleg market 
from simply 4lifting over from barbiturates to some other type of 
sedative. 

>Lr. Chairman. I would like to say. in behalf of our oryanization, 
tllxt we liorw the Drwent Conzx-5 will move ranidly to enact neces- 
sarv le+ation on dru,m, which in our riew includes price reform as 
well as h~nlth and safetv measures. The &Up iswe ilns been in the 
forefront of public con&n for orw 2*/, -enrs.‘ind rirhtlr so. There 
arc those who ma-r urge that le,+lnti& not be pasvd in the present 
atmosphere of an amwed public concern in the wnke of the dixlosures 
as to tile tragic effect+ of the rlruz thalidomide. Rut I suggest that 
that opinion ~111 be cwn more arowed if nothing is done or if token. 
halfmay measures are adopted. The usual atmwphere in which food 
and drug measures come under consideration is monumental public 
apathy. and perhaps the preqnt inter& seems remarkable only by 
contrast. 

The drur iwle has been exhawtiwly esplored. The pasage of 
time and tlw occurrenw of new iwidevltq serve oltly to confirm the 
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need for action. We hope that action will be tnken romptly. It 
would be cruel and inhuman to delnv this action anv ontrer. r 

Thank you, Mr. Chairman, for the opportunity to-be h&d. 
The Criz\xn>r.w. Thank you. 1fr. Riemiller, for your statement on 

behalf of the AFL-CIO. 
I do not !-.-.-on if you are aware of it or not, but these hearings de- 

veloped a fact which many are axare of. There seems to be a great 
deal of emphasis nlaced on the unfortunate incident of thalidomide, 
and it was-pointed out here a couple of davs ago that under present 
lam this situation could hare been adequately dealt with. 

Sow, no one has pointed out anythin g in the proposed amendments 
horn the arm of the Federal Government would be strcnrrthened 
insofar as that unfortunate experience is concerned. 

So I think that at these hearin gs ne must keep in mind xrhat the 
actual problem is in dealing with it. 

I agree that. the tragic and unfortunate incident of the worldwide 
publ&itv and particularly the results in Europe from the use of 
thalidomide has emnhnsized the neneral need for strewthenine our 
food and drug lnrrs.’ I think also;ve should keep in mindYthat b&awe 
of this highly publicized incident, it appears that it is not affected by 
this bill at all. 

Mr. BTEKILLER. Quite obviously, Mr. Chairman, the law in this 
instance did keep the drug off the market, but it kept it off the market 
because Dr. Kel.sey simply refused to cave in under the ~ESSUW 
exerted. 

The Crram>r.*s. Because the agency and the ones responsible in 
the agency did not approve it. 

Mr. Brr>rnz.ra. That is correct. 
Mr. DISCELL. As a matter of fact, Mr. Chairmen, I understand 

that the history of this is sim +q that Dr. Kelsey was able to kee 
thalidomide off the market sole y f- B by teclmicality, and that is by sen - 
ing back for additional information and by failing to approve the 
claim. and that she actuallr had no basis otller than her susnicions 
nhich required her to keep sending the application back for additional 
information. 

r\nd it was on!y by this technicality that she eras able to prevent 
certification of this drug. 

The CrramrAs. The gentleman is rather familiar with the prori- 
sions of lam with respect to foods nnd drugs, as has been demonstrated 
during the court of these and many other hearings. 

But everyone knons, if the Food and Drug -%dministration had 
failed to prove it, they could hare gone to hearing on the subjed. 

I just point that out. I do not think rre should go into something 
that is foreign to this particular emotional problem to settle some 
other question. 

Mr. Roberts? 
Mr. RORERTS. Mr. Biemiller, I a_gree ~r-ith you on this matter of 

truth in advertising. 
I am not too sure that I agree with you that this authority ought to 

be transferred. It Tvould seem to me that the Federal Trade Commis- 
sion has the authority-perhaps they are not using it. 

Mr. Rrrwr,r.ra. There hare been a couple of cases in recent years, 
as you know, Congressman; Doan’s pills, if I remember correctly, is B 
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case that tvent through sex-era1 Jears of litigation before an order was 
finally issued. 

1-0~ ma? be correct., and this is certainly not a major point that, 
we would be stressing. 

What is in the back of our minds is the fact that an awful lot of 
technical information is needed in judging the truth in advert&ii 
in this area. 
. I would agree that if the Federal Trade Commission xas function- 
ing in a determined.mnnner, it could drarr upon the knowledge of 
FD.1. We simply throw out a suggestion that it might be 

r fer* ahle to let an agency th:lt is ex >ert in the drug field-the specr c field 
L of efficacy and the other pro lems relating to drugs and the side 

effects that have been developed-pass jadwnent rather than one 
that is primarily expert in the advertising field 

Mr. Rontwra. I obsrre >ome of the TV adrert~sing and it seems to 
me that they make veq great claims as to the cure and relief of cer- 
tain matters that I have certainlv a lot of concern about as to one of 
the products that is being adretiised, because I happen to know it is 
a new field, and it is a field There, in taking the wong thing, it can 
ineparahlg damage the person who takes it. 

I certain1 7 agree with you that ~vhether we put anything in this 
bill or whet x er n-e simply stress in the report that attention should 
be given to this matter and perhaps the two agencies could veq well 
work together, one supply the technical information and the other 
suppl support n-here it IS needed, hut I certainl- agree with you 
thnt t we IS a dangerous situation in that field. f 

Sow, to go hack to your statement as to over-the-counter drugs, 
I am one interested in n-hat 1x-e can do about items such as asninn. 
turl)ent ine, 151~‘s ralre, ;rnd a lot of the= things that I suppo.& mai 
not effect a cure. but lwlraps they do afford some type of rehef. 

1 :riji wondering if there is very muclr we could do. 
Sow, if v-e were to require luexriptions for this type of item, n-e 

are r;inrply &%-in 2 the price very high. There are some types of 
maladies or discomforts that xwir~n does relieve. 

.\tr. BrnxrLr.nR. That is righi. 
Mr. ROHERTP. -4nd that are used man?- times by people without the 

sen-icesof a nhvsician. 
I am wondcr’ing if rou do not think we ought to leare that as is 
1ir. RIL~II~I.E~. \Vdl. let me raise a aucstion there. Certainlv I 

n-ould :yree that moct of the ncpirin ad&isin~ ~enernll~ adds that 
if a Iwadache persiqts. you should see Four p 1yrcran, and so on, 7’. 
rrhich is all to the good. 

Rut it ha1~pcnc-d tlult within the last wok or so I took a counle 
of pills of 3*so-called superasl)irin-I will not name it because’ it 
n-ould not be fair. I mentioned this to mv doctor. whom I risited 
only x-ecterdny on :I couple of matters, and he snid:“*You should not 
In- t:tcin,o tll:it. TInIt i. E p Inz to have an adverse effect on .vou.“ o’ 

Sow, thic is :~notlwr l)rcl~;~r:~tiort tlt;ct is sold right ox-er the counter. 
You can buv it in all\- druF<tore irk ,\merica. 

I just rnise this 31; the kind of thing that bothers us. I am not 
saying tllat it is an ens\-, simple l~roblem. I know what is bothering 
you. 
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I have, in one way or another, been connected with attempts to 
pass legtslation in this field for about “3 years, and I am reasonably 
familiar with the problems involved. 

But this is what bothers us. I am sure you are an-are of the nb- 
solutcly worthless medicines that have been, and in sonte cases are 
still being, sold. I remember in my youth a preparation that nas 
sold rather-widely and became a qmte desirable medicine durin 

f 
rohibition days called I’eruna, which e-as prune juice and alcoho _ P 
t probably dtd not do anybody harm, but it did not do them any 

good, except that it was a way of getting a little elcol101 during 
prohibition days. 

This is the l&l of problem that concems us here, and I think that 
at a minimum the pro lrietaries ought to be required to show the 
efficacy of their drugs be for0 being allowed to proceed as widely as 
they have been. 

I mean, in the case of aspirin you have proven facts that for certain 
kinds of thines asnirin is verv valuable. Of course. if \ve got into 
the price of &ir;n, I might 6are something to say on tha7, but I 
realize tltnt is not a subject before this committee. 

Mr. Chairman, may I sac, parenthetically, that I am sure you 
undetstnnd our attitude on this. \17e are espressin 
the high prices of many drugs, but we realize t iat this committee P 

our concern about 

cannot have a direct effect upon that problem. 
1lr. Ronrrrrs. I appreciate your statement, ?tZr. Biemiller. 
Mr. Chairman, that is all I hare. 
The Crrarn~.~s. Mr. S&en&? 
JIr. SCHESCK. Thank you, Xr. Chairman. 
I have been very dee ,lv interested in Mr. Biemiller’s statement, 

because I kno\r he has lad such a longtime interest and close con- 1 
nect ion with this problem. 

SOK, on the first page of your statement, Mr. Biemiller, you say: 
Here we hare an induatrr that tried its utmost to bulldoze 3 dedicated 

Gorernruent employee into &riDg B  clearance 0x1 n drug that the employee 
sw-pwted was dengerous. 

Do you feel that it is fair to indict the whole industry? I mean in 
your own field of labor relation\ would you Kant to indict the entire 
labor field because of some action by a given group? 

JIr. I31a~rrtr~m. I think powibly your point is well taken, and if ae 
had said the pressure came from one drug company, it would have 
been a more accurate statement. 

I hare in mind, as I am sure you knov-, Congressman, the long 
factual statement put into tire Congressional Record b senator 
Kefauwr of tlie attrnllns to pry this dritg loo.se which fk. Kelsey 

I think your critickm 1x1s merit, and you are right: that we prob 
ahI?- sllould have referred to tile company rntller tllan to the industry 
a\ :I nlwrlc, nlthouzlr T think ran ~111 find other instances that have 
not been made lmblic in the kv t11:1t, the thalidomide situation has 
been. 

Mr. SCHESCK.  I xppreci:ite tllntrtatenient. 
Sow. .\lr. 13iemiller ‘ ,enkinn onlv for myself, as a member of this 

corrrinittre, I am decplv ( ectroits that safer drugs, medicine, nnd medi- yt- e - 
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cnl preparations are made available to everyone who needs such help, 
at a price that tlley can afford to pa.\:, and front which tlleg Jlave 
ex-cry rigllt to expect they mill receive this help. 

So n-e here in our hearings this week have been trying to develop 
the necessary information on which to make a levislative .udwnent 

Son-, I am sure you know, for example, the E?i Lilly &.rwhich 
is hinhly regarded RF a pharmaceutical manufacturer. Its President, 
Mr. %eesley, testified that they would this year spend from !$20 to $21 
million in research alone, and in fxrther questioning bfr. BeesJey, 
I asked him if the improved manufacturing methods which they 
de\-eloped through their research and so on, if this is not also reflected 
in a lower price of their products, and he said very dehitely it is; 
that they have had II considerable number of downwrrd revisions in 
pl-iceS. 

I&3 mentioned one drug that 1 mentioned to him, the drug insulin, 
which has been crtnwielv im ,ortnnt to many, many people. 

Mr. Beesley and the Eji L1 Iy Co. manufacture that drug, have been 4 
one of the leading manufacturers of that drug. 

Ile said this: That in about 40 >-ears, since they first introduced 
insulin- 

We hsw had 13 Ijrice reductions duriug that period and that the current price 
is about 6 percent of the price that prerailed in 1’322. 

Son-. 1 \VOI~]C] tllillli that this indicates tllnt the industry is trying 
to brinf t11r costs tlow~i even thou:li they ha\-e got to recapture their 
researcii costs. ~oultl you not agree? - 

3fr. J?BILXIJ.J.EI:. Crrtninlv tllex- lla\-e to recanture their research 
co~.fs. but tllc fxct tlocx rem;~i~~--:1~~d I tllink the c;-jdence has been . y-Q- 
dricrci-tllnt thi< il\tlwtry, as aI1 illdwtr~: is still sllowing the hlg iest 
return of a;iv industr-v. 

Tlicrr Iin<-e been 7;wciF.c c:lws 5llo\r~l of dru_n prices tllat have not 
dro;qwd to any np]x&inb]e extent. 

- _ 

‘~-OII n-r~.e refcrrillc. of COIIJ-~. jlJ4 a moment RIO. to a dvg that has 
hrr11 (III tl:r nlrtrkrt for a good le11ztl1 of time: as to n-hich It has bwn 
pn;<ible to le:~rrr lie\v nwtlrods of m2ss production. 

1 rcxlize t11:lt 011r collwrll with the hirrh nrice of drums is a nroblem 

I :i!ic i;ito considerat ih. 
Sow, if croqc-liwn~itl~. n-llic-11 I11e Kcfnuwr oriqinnl proposal c?lled 

for :lJlt] x!-l#ic.li tlw (‘eller ljill ~11~ for, !Vrre ]“x)v~ded for, I think we 
cc~ul(l itnnlcdiately tlltrp tllr priws of some of these drup 

Zlr. .S(‘lIES(‘li. I npprrcinte tlw gentleman’s point of view on t.h?t 
We h.~d a gcntleltlnn llere. a profewor in business administntio?, 

who tried to draw wme pnmllels betrreen what has happened in thw 



VOL. 21 LEGlSLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

DRUG Ih’DUSTRY ACT OF 1962 467 

rowtry, for es:~mple, and n-hat is hap wning in RI&~, and aplxrr- 
e11t1~ tl~ere is :I l)retty strict control an h planned economy in Russia. 

11 A have also 11ad otlier witnesses who stated unequivocablg that the 
advanced and scientific mwliwl treatment,.the kind of drug and so 
on that we In\-e del-eloped and are recetrtng in this couutry is far 
superior to any otlier country in the world. 

Jt would se& to me tlint our committee must. do everything it can 
to insure safety and effecti\-eness of drrlp. ample drw laws, inspw- 
tions and all that, to protect tlie lmblic interest and hen th 3 and xe are 
nlready receiving in tliis conntry the very best medical attention and 
drugs of anywhere in the world, and life has been prolonged quite a 
span as a result of many of these discoveries. 

So we must also, somrl~ow or other, lenre enough leewxy here to 
encourage re$e:\rcll and encournce incentive and encourage an oppor- 
tunit\r to develop new drugs and new methods and nex medical ways 
of doing things. 

Xov-, again, we had 3lr. George Cain, who is pre-sident of the Abbott 
T,nboratorirs iii north Cliic:tFn, and ;\fr. Cain testified, I belier< that 
Itis con] uxrir 
their ac x-ertisinz budget for this year is about $3,‘275,OOO. I 

will spend come ?I1 million in research this year, and that 

So it wonld seem to nie that they are not going clear orerboard in 
their adrertisin,n. 

I wonder if TOU cared to comment on that, I\lr. Riemiller, because 
you indicnted‘in your statement you thought a disproportionate 
amount is hein? used in advertising. 

.\Ir. ~~~+xII.IxI~. Tliis is still our opinion. 
On the research question. certainly we nant research done.. 
I would jiist lilie to point ant, howewr. that some of the most 

iniportnnt druzs of n!o(lern times leave not come ont of the research 
done br the dnr~comp:mies: the\- have been financed by funds sup lied 
eitherby t11e Crowrnuieut or by 1~11blic suhccril)tion. the rarious gun- 
dntion type of opeiatim~s. I hnte to think vhnt the prices charged 
for some of the drugs thnt Iin\-e come out of =orernmental or founda- 
tion research would 11x1-e been if tliey liad been developed by private 
intlust ry. 

I’ou hare to neiph all of tliese matters, I think, one against the 
other. 

l\lr. S;CIIF.SCK. 1fr. Diemiller. I could not agree with you more as 
to the outstnndin~ scientific cant rihntions made by Sational Institutes 
of Ilenlth and other portions of the Public Health .Serrice They 
1x1~ contributed trrmendou4y to the knowledge. growth, and ability 
of tlw science of medicine :11td ilie trrntment of people v-110 are ill. 

11-e hnve n chart hew lnventrd to us 1~ the I3oprietaI-r Associa- 
tion. which states thr fource of tlw infornijition is the T7.S. ‘Ikeau of 
I,nbor Stntistics. ‘l‘ltis cIi:irt s!lr,n-c tli:tt between 1940 and 1960 
.I? ,1cl ~1~~1 medkltiow lrnvc zone ~1’ 30 percent: liousing has gone u -:* - . P (2 percent : srr\-ices, 111 percent : foods. 150 percent: nearing appare , 
1(X ~wrccmt. 

So. on 1 he lxisis of thnt irrf<,t mnt ion ft<jin tl,e Puirau of I&or 
Stntktics. it would seem that.tlie drii 2 indust t-y as n n-hole is making 
a rather zootl comparison witI otlier Ii\-iii,n couth, woultl you not 
ngreeP 
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Mr. 131mr1~1.t~. Mav I ask our ewrlomisl to comment on this matter? 
Mr. SCJIES~K. Surtly. 
Miss Dnarw. I haw not been studFin z particularly the prices of 

llropriefxry drugs: J have been more concerwd about the prices of 
l’rescription drirp. I think however, yOlJ would hare to take ~JI~Q 
;JccorJJlt the level from which the pricessfat-t. 

In other words, you ]:a\-e the Atu:t!ion where prices fail to fall n-hen 
t1ley ongIlt to. _\I;:yhe theJ- do not ~‘0 u J mwh, but they are very 
lligh to hegin with. It is a littlr n~J:]w 4. Jllg fo rely rrho1l-y on the 
]‘erceJlt:i,ne of irlvre;lLe ol’er a L’iven period, unle.sS you take into ac- 
cor~nt tlk lex-e] at which the pri&s start and whether those prices may 
Ibe unrea5onai)le in tllemselves. 

I think this was the p+nt tll:tr I\- 7~ n14clr in tlvz care of prescription 
drug>. ~~0~ li:t\-e 2Ji enc. mow -prc::l he: ‘.:een . 0st n::d pi :ce, ~3l.A the 
1)ric.e does not dtw]~: m,~gbe the price cic)es not go up either, hut it would 
!not be nlfogeflier R dJhp~~~f of esce.+ive prices to use this type of 
Cl1JlJ-t. 

Jlr. ~CI~F.S~R. hiiss Draper. I fhitlk ;-00 hnw R wry definite point 
there, but, again, alid I :IJII Jlot defendln g any exorbitant price that 
is charged for rnly drug by any mannfnrturer, I tbi& these safe aud 
effect i\-e drugs o&t to be mnde ar:ril;\hle to people w-ho need them 
at :I twice the\- can afford to pay. 

Al\- doctor” recentlv told-n&. for esalnplq, t!iat lie could prescribe 
a dr.;rg W]I~C]I \I-ou]d i)e ez]“li+i\ e iii it given Jllstance, ],rlt \rhiC]l lvould 
save a 4-week. ordinarily +\ycek(, stint in tile llospitnl and consequent 
!(I%+ Of til!W ilY)JlI \\-OJ’k. 

So, wliile t]Je plice of t]le (Iru, m JJKIV seem to Ii;ive been high, the 
OIX~JXII coct of 11~~1111 nJ:tv 1):1x-e IJWII r&luccd hv tile use of that drug. 

-\Xr. ISiemillcv. VOJI clwrlled nt wJlJe lefigtl~ on ad\-ertising, and that 
is oiw 11~11 c01wJ ;I< me ;~ls 2 gwd Itit I~ec:~w-c of the question of 1)rint- 
111~ nil of t11e ~o-~~~llcd coJttJ:lJlJdic ;ttiolJS :III~ side efects and so on in 
nird~cal jorrrlinl atlwrti5ing or any other t~pr of adrertisin.g. 

The test illJtm$ \ve ll:ire recei\-ed iirre fJ~OJJ~ t]ie ]~]r:JrlxiceutJC3] 111:11Ju- 
fncturcrs is to tlie effect that tlie tloctols :,I-e zi\-en full information bv 
extensive brochures on the luedicine tlknt is ‘Iping proposed, the cm~- 
pound. and I fllllik you n]so indicated. .\lr. I<iemlllcr, that Sonte~iniPS 
0110 coutl)ound will react one n-ny 011 one lwn;on. a:ld the same coni- 
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It isn matter of working out. it seems tow, esactl~ I~o\~-you do it. 
Mr. SCJiCICK. I :lpplxwatc that. 
I just wcilt to point alit . and 1 llold them in my hand, for instance, 

111esr are printed exllibits n-11ic!1 were given to the committee for the 
committee record. Tliese arc reported to be-these boolilers are pro- 
vided by _\bl)ott, f01 example-tlw5e are purported to contain com- 
pletr i~r’forrn;~lio~~ for tllr doctor, sc-irntific iuformatioir. sllowinq all 
of tile side etl’ects. t11e ~USIZKS. and the cl~emical mnkelln 2nd molecu- 
lar constructton and e\ t’ryilliilg eke of theie \ario~ls r~nretlies. 

It is mv undw-tllnding tll:lt ~111 of the pharmaceutical companies do 
this snn~G nrnce~luir 7, it 11 t!!r do~lor t)rlor to llre so-c:blltd detail man 
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exactly the s;lme rtructure, is advertised under three diflerent names 
and at thrre ditferent prices. All three products consist of eractly 
the same compound. 

Xon-, the question i~ach one has a name, X, Y, C-if the doctor 
pre.scribes X7 which is the most espensi\-e one, it is pure happenstance 
If the person finds out he can get exactly the same thing as Y or 2, 
which aremuch cheaper. 

This is the kind of thing that is bothering us here, sir. 
3Ir. SCJIEHCR. Nr. Blemiller, how would you reach, legislatively, 

the problem of wkinq the.doctoy to prescribe any certain drug! 
The doctor does not get a commiwon, I do not b&eve, does he? 
>ir. BIEWL~J.R. I ho:)e not, not if he is an ethical dgtor, and I 

think most doctors, practically every doctor, is an ethical doctor. 
31r. Sctrxwr;. I would think so. 
-1 doctor. as I understand it in my discussions with some of the%- 

has developed a certain degree of confidence, faith, and assurance aith 
a given complier hccnwe of his acquaintance x-ith the quality control 
and scientific nhilitv of that coml>anr. and so they -ax-&ate to the 
iden of preuxi1Jin.z %-named drue.- - ’ 

- - 

I’erhxlw WMI huv an -1rrow shirt instead of another shirt. and 

r 
erlmIx’tl:c ctIlcr‘s!lirt is made exnctlg the same with a different 

abe1 on it. 
NO-K rrould ?-ou get at that, le~$slativelg, to require the doctor 

to sag : “I nant this or that”? 
3Iiss DRWER. I do not think you could require the doctor to do 

this. 
I think that if tllis bill is enacted, the doctor might feel safer in 

preccriliinz 11p zrneric name. Xnuy dortors are conscientious about 
tnkine tIl;ir pntht’r; l>otl;etl)ook intn ncconnt. if the-j- can, and this 
bill rrould certninI?- mnkr it ea.sicr for them to do N). 

1-w ~rould Irnr-e n mwh more uniform qunIitr of drugs assured, 
rrith efficacy z:rired and procedural controls eFtnblished orer manu- 
facturing opelntionq nil of xrhicll are prorided b-v this bill. 

So I think thp hill would encourage more general usage of generic 
names. 

I do not think-ou xould cure the problem entirel_r, sir. 
l\lr. SCIIESCK -Just this one q\lestion. JLr. Chnirma.n 
Tllere rrould be nothing for the doctor to uce t’le rcneric name and 

tioht after it sav .\bbott, Parke Davis, r;hnt lxx-e Lou, would there? 

do?z:;:. 
RarE.a.‘If he felt strongly aboxt it, I suppose he could still 

hfrl ‘SCJJLXCH. That is all. Mr. Chaimnn. 
Thank you rery much, and thank Lou, Nr. Biemiller and 1Ziss 

Draper, for gour fine help. 
The CJL4IRX4S. Of courx the problem there is that the doctor 

x-rites in a ~av that nobody can read’it anvwav. 
3Ir. SCJIES&. 1Inr I i&t Irlake a little r&nment there. X friend 

that I met Festrrdac‘tho&ht that we should de\-elop a regulation I-+ 
quirinrdoctors to make typewritten prescriptions. 

Mr. DIXGJ:J.I,. Or teach them to write. 
The CHAJRV~X-.  .Sometimw you do not I\~ow xlwthrr tllat is the 

rcnron or whether the: are usink 1,atin terms or Greek termr and then, 
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of course, if you get into that field, everybody has to take Latin or 
Greek. 

Jfr. Friedel ? 
Nr. FRIEDEI.. hfr. Chairman, I listened to every -mord ?rIr. Biemiller 

said in his statement, and I was very much impressed. 
I am not going to net into the price end of it becawe another com- 

mittee has that ]url_ l&Ion, but I am impressed about this statement .a -* 
onpage3: 

The safety of drugs is paramount. and every effort should be made to set- that 
unsafe ucw drugs do not reach the public, end fully adequate animal tits should 
be required. 

I hope the committee will pursne that further. Before any experi- 
mental drug is marketed. tllat it will have been adequately tested on 
anjmals, and that Then experimental drugs are wed on humans, they 
will get ,ermission from the patient before they are used. 

It can b e done in a lot of wags. 
I imagine tile doctor can say : 
“I hare tried ever-ytlhing else, and it has not worked. There is n 

new experimental drug that might help. I would like to have your 
permission before I gire you this dru ” 

I hope that mill be included in this 
. f-. 

LX 
You hare been very patient, but it is 12:30, so I will cut my stab 

ment slrort by saying tllnt I wholeheartedly -agree with that part of 
yourstn(ement. 

3Ir. T~IEXILLER. Thank YOU, Conpressman. 
The C~IIIRX.~S. Xr. TJ;omson? - 
Jfr. TIIOZIXW. .\lr. Cllairman, I n-ould like to ask 3fr. Biemiller a 

auestion that I think is related to this Drice Droblem. 
1 Tou JInve said verv little really can-be d&e. how-eI-er, to bring down 
drl!g prices unless action is taken to deal with the patent monopolies 
nh~ch Jlare been cdimated to encompass about two-thirds of the pre- 
scrintion drugs on the market. 

;p\Tow, this committee 1~1s before it and rriJJ consider ne.st week at 
this time n hill known ns the quality stabilization bill. which will deal 
directly \Tifh the price that is paid for drug products as XWJJ as others. 

I rrould like to inquire wJwtJler you appeared before the subcom- 
mittee of this committee either for or against the quality stabilization 
bill. 

>fr. RIEU~LLER. The AFJ,CIO is opposed to the quality stabiliza- 
tion bill. 

3fr. T~roxsos. You think that bill should not beenacted? 
nfr. BIEXILLER. This has been a JonpstandinF position of the labor 

movement. 
3ir. TIIOXWS. ConJd gory prepare a set of standards that n-ould be 

used or mizht be suggested to determine the term “efficacy” or 
“efficacious“ t 

3fr. JXIE~IIUEX. We think that the Food and Drug Lidministration 
could do so. 

3Ir. T~lo~sos. You have none to suggest Jourself ? 
Jfr. I~IENILLER. I ~OIII~ not prewme, as a Jayman in this field, to 

trr to JYIJ- out standards or tletinitions in this area. 
I know n Jlnt tile phrnce means to me as a Jnrmnn, but that is an en- 

tircly different matter tllnn the point you arera-ising. 
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Mr. THOMSON. Is it not the problem that it means something dif- 
ferent to ererrbodv? 

11~. Bnx&R.‘But I think somewhere there has to be a standard 
created, and I think the Food and Drug Administration rrould be the 
proper ngenq- to do that. 

Mr. Trrmrsos. l-011 would like to hare them determine whether a 
druz iseficacious or rrhether it is not? 

Mr. DIEMILLER Quite so. 
Jfr. TI~OMSOS. Did you read all the advertising on those pills you 

took the other daF ! 
>fr. Bfnffmm. Pes. 
Jlr. ‘Ih~o>fsos. You did ? 
Mr. BIEXILLER. I did. 
The C~r~raxas. Ts that the reason you took them? 
?Ifr. nIEMfLLER. SO. 
I look tllrm, Jlr. Chairman. on the same b,asis that so many people 

take l,ills. Strnwbod~ said. *‘This x-ill take care of the bad headache 
you I;nre got.” = 

I Ilad a sinus headache. and I pray you do not have them. but if 
J-ou do, J-ou knovr you feel tile top of your he.:d is going to blow off. 

I Ilnre :L prescription drn 
had left ill \\‘ashin_rrton. 

9 for this l>roblem xrhich T2 unfortunately, 

I lend tlie atlverti5lllr: 
I was in Cl~icnpo rrhen tlus happened. 
-111 the adI-ert i4nf s3itl wac; it \r.as better 

lonzcr 1’113n l’rat. Ijut tll:lt wnc tile basic ctntenrrlir on the little box. 
Mr. TIIOX- ,s. I 11:1re no furtllcr awit ions. Mr. Cllairman. 
it dif;rulbctl llle to lwar in tllc t&timony tllis Inowing that Mr. 

Bipmlllcr u:\s <till. ::ftel all of tllesc man- fears, in the need of some 
pill< occ.?sionnll~. 

I Ilax-e known him for n lone time. rind I had Ilopcd tllat he had out- 
grown this need. 

IIr. I~III>~ILI,E:I:. 1:1;fo1 t~~nar~lr. Mr. Cl:airlnnn. I am afraid sta- 

al,o1it tile proprietary niedlcines. 
The CIJ.\IRJ~ \s. On lxllnlf of tile commitree let me thank each of 

you for ~o11r appearance lrere and the contribution you Ilax-e made 
to this hearing. 

Jlr. ~JFXIJ.I.FR. Ttlnnk yo11. 3Ir. Chairman. 

Ttle 61, \Jll\l.\S. our i.#, .1 - 
\Ve n ,precl:lte the ol)l~~~:‘, .lnitr to appear. 

c~Ale.~,rrl~e. 11:11-m I,. Towe, advised me 
tliat 11t ~111 !~e uval~‘? 10 rw here tomorrow. w’iicn he is scheduled to 
aljptar. ITe vrouid like to include a statement in the record. 
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STATEMENT OF HARRY L. TOWE, GENERAL COUNSEL, MEDICAL 
ECONOMICS, INC. 

>Ir. TORTE. Yes, 3fr. Chairman. 
It is a statement of 5fr. William I,. Chnpman, Jr. who is the chair- 

man of the board of Medical Economics, Inc., publishers of medical 
journals and books. I would appreciate hnvmg permission to insert 
that statement in the record. 

be. glad to receive it. It may 

(The statement referred to isas follows:) 

Sly mame is Wil l iam L. Chapman. Jr.. I am chainnan of the board of Medical 
Ekonomin. Inc. publ~~bers ,rf tbe folkw inz meclical public-ations: 

Medical Ikononiics’ .\ medknl journal \\liirli circulates to all acttre practicing 
physicians and wteol).iths in the United Stnter. Thiq is a b~~reelil~ journal which 
has been pnblisbed for Xl rears and the circulation is nvllrosiniately lY3,DOlI 

Physicians’ Desk Referent e : An annual reference book with quarterly supple 
men& which makes ornilable essenti.tl lxescriptron information on major phnrtn- 
aceutical l~mlx?rties, hiolr~gicnlc, and antibiotics in conre~~ient reference form. and 
has lwen ~nhl14ml for If; years. The I:w‘Z edition of “Physicians’ Desk Refer- 
ence” has the follon trig alg+rc,xirnate distribution and circulation: 
MD’s and DO’s in acttrr priT-ate Dractire__-.----------------------- 1W2.000 
Mu’s in U.S milltaty bospttals (U.S. and abroad)------- ____ -_-_-__ 7.000 
H~pitals-_____-__-_-~-~---------~----------~-----~--------------- 2$,% 
Residentsandintarns--_--_---------------------------------------- 
Senior medical students ____________ -_--___-___-__-__-_-___________ 
L)ru~~ists_____--_-_----------------------------------------------- 
3ii~cellaneous (including Federal and State food and drug officials. 

State bealtb officws, tnedical and pharmacy altools, nurses. dentists, 
industrial clinics, hoslntnl staff l~h,rricisns, pharmaceutical manufac- 
turcrq and foreign).- ______ -__-_-__-_-_- _______ - ____ -__---__-_-_ i4,SOO 

and senior medical students. 
RX: A  monfhl.r journxl circulating on a &ubscrtption basis lo approximately 

lG~.OOO registered I IUTWS tn actire practice throughout tbe United States. 
On behalf of “2lcdrllcal FXonotnic-s ’ and its atfliated publtcntions I would like to 

present OUT pocition on Section 131 of EIR 11.X1. 
This section n~onoscs to amend the Federal Trade Commission Act to rwuire 

that all adwrtkekwnts of nrcscrivtion drups contain a wnsliicnous, full.-and 
awnrate statement of the efficacp~of the dkg. as well as a- conspicuous and 
truthful disclosure of the drotz’s formula. side effects, and contraindications. 
IO addition. se4on 131 authorizes and directs the Federal Trade Cumtnission to 
vreecribe such rules and regulations as ma.r be necessary to adminIster the new 
provisions. 

h fair conclusion to be drawn front the provwals in section 131 is that the 
soonsors of tbe le!54ation are under the itnvressiun that vbrsiciaos In vrescrib 
ing for thetr patients rel! almost entirely &ion informniioh prwtded in ruedi- 
cal journal adwrticements. This is an inaccurate assumption. 

While a11 of us xxi12 agree that before a physician lwscribes any drug 
be should hare a$ much information as is arailnble intludina the composition. 
a(-tion and uses, administration and dosage. the ride effe( ts and precautions. and 
the contraindications, it nboold be emvhastzed that this information is prorided 
to the physician in man- different n-aFs other than throuph journal adyertia- 
ing. 

The physician recelred a n-ide mnge of Information directly and indirectly 
from the l~hnrmaceutical manufacturer a-hirh enables him to intelligently 
prewrlbe a drug. In addition to that sonree of information. there are orrr 400 
medical journals publkbrd in the United States for aiqwoximately W.009 

8H5tX~-----31 
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physicians. The&e publications range from the small county medical bolletlns 
and specialty Journnls to tbe larger therapeutic publications. The rast majority 
of medlcal Iournnls are snnnortcd mainlv by ad!ertisinz of r~harmneeotical 
&~&wts an; a large portion-of tl1i-q incon~e ia wed to support -editorial staffs 
which either prepare original tbercpeutic, scirntitic article%, or reriew and pub 
lish submitted material from clinical researchers. These articles are of great 
ralue to the pmcticing physician In bringing to his attention the latest derelop- 
merits in drug therapy. 

]u addition to the information provided hy the mannfncturer and the informa- 
tion contained in theraprutic articles publisbrd In medical journals. the pbysiclan 
has arsilable to him many sources of accurate information with respect to 
the spwific we of prescription drugs. Among the recognized drug directories 
uhich surveys $bow are in constant use and relied upon by active practitioners 
are “Merck Manual ” ” Ph.r+ians’ Desk Reference” and “Sew Alodeih Drug 
Encyclopedia.” T&e reference books substantially proride detailed informa- 
tiou n-bich section 131 proposes shuuld be included in all journal advertising and 
these books are available to all physicians and are actually used by a ret-y high 
percentage of practicing ph.rsicinns throughout the United States. 

As a recult of our experience as publishers of medical journals. we are certaiu 
that the purpose and function of adrertising prescription drugs in medical Jour- 
nals are as follows : 

(I) To announce the availability of a new drug indlcatlng the disease 
or diceases for which the company has been given Federal Food and Drug 
Administration approral to msrket the drug: 

(2) To inform phr6rians of any additional usages of a drug discovered 
after the prfiduct hns been on the market for some time: 

(3) To remind ph+cians of the availability and merits of a drug about 
which they nlrcndr posvs? ctetai!M written information. Thus. the pri- 
mnrr fuxtiou of mcdi~nl journal ndrerti+n, w is designed to anuounce. to 
inforltl. and to remind. 

We +hould like to eruphn~ize thst n-e agree frilly n-ith the view tb:It before a 
nhr~ician nrertribec a drua. he should hare all of the information which he 
;:rhds rrniily n~ailnhle t? him We think, bon-ever, that after the committee 
1~5 fuilr e\plored the suhje<t. it shotrId conclude that medical journal adver- _ 

/  .i_/..- i.. . ._f .I.^ m..,.-^_ ..~,.A .  ...” .  .  .  .  .  .  .  ..“h .  .. l. i... * . .  .  .  ..a-... *- . .-*... .a,. .hl” i....-.- rr.,r,6 I> ‘,(,L ,,,r ,#r!r,‘cr LIIC~II”,” Ll‘l,‘llill I\ 1x1s 11 1-1 “,,r-nlr,n 1\1 ,““I L,.C 1,111 ,11,,,1- 

mation. and n-e think that the committee can alto conclude that all of the iufor- 
motion which section 131 requirei to be in journal ndrertising is nom readily 
arniinhie to all phr4cianc throu;;h the ml-ions other media which we hare 
referred to In this statement 

i 

In the Anal analrcis, tbe ph.rsician is the one who prescribes aad the one 
upon whom a patient relies. and ;re arc firmly of the opinion that the physician 
diccharges hts obligation to properly inform himself before prescribing for a 
patient 

We are opposed to the proposals contained in section I.31 because we do not 
think ther are necvqarr nor do n-e think that they Kill actually serve their 
intended burnwe. ‘(re think. ho\vwl. thnt the present law could be amended 
to require all adverticing of prencrintion drugs to include a statement advising 
the phrcician thnt “Refnre iueaxihing rou chonld secure full and complete 
information hy referring either to the manufacturer’s literature, the 05claily 
approced product brochure, or package insert” 

Mr. Ton-r. I rrould al50 like. if I maT. to make nvrilRble for the 
committee files a publication of ours n-hjch is knon-n as “Ph.ysicians’ 
Desk Reference,” rrhich is in the hands of ererr practicing physician 
in this country and also circulates to hospitals and others. It is re- 
ferred to in the statement. 

It is a book that contains over 2.000 dcvriptions of pharmaceutical 
products. those \rhich must be obtained through prescription, and is of 
great value to physicians. 

It might be of Fame help to the committee determining whether or 
not. on this quvtion of adrertising, cnmplcte information is presently 
in the hands of doctors. 

448 



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

DRUG CI‘DUSTRY ACI’ OF 1962 475 

If I may make that available as a part of the committee’s files, not, 
tbe record. 

The CJL~IRXAS. nTe will be glad to receive it for the files for infor- 
mation of the committee. 

Mr. Tom Thank you, sir. 
The CraantxAx. x few dacs ngo I received a communication from 

our colleague, JIr. Bolling, of 31i&ouri, who broughr to the attention 
of the commIttee the statement from Dr. Rudol h Seiden. rice presi- 
dent of Pharmaceutical Research and Control, f;arer-L.&&art Lab- 
oratories in Kaosas City. 

I would like for the statement to be included in the record at this 
point and for a copy of it to be forwarded to the Secretary of HEW 
with the request that be gire us his comments on it at an early date. 

(The documents referred to follow :) 

Tram the prox-isioos of section 505(a) are cxeiu~ted compounders of drugs, 
protided the manufacturer of a basic drug JWPSW-SS an effectire XDA which in- 
cludes formulations of this druz such as tablets, solutions. ointments, or powdera. 
plain or mired with other drugs. 

‘The manufacturer is nblig.?ted to ~11 the basic raw material only to drug 
con-pounders rrbo are equipped to follow all requirrments of prodnction. control. 
and labeling contained in the SD.4 with reqwct to the Tarion+ dwage forms. 

“The X-4 bolder and his cwtomers:. rrho mu-t si? an agreement stating that 
they will obvrre the requirements stipulated by the ED% are both responsible 
for okewing them.” 

Such an amendment would (1) sare the FDh man? thousand= of wxLing 
hours a par bF making it unnecesv~r~ for It to rcf*aredly review 3X).4’s or 
supldcmental X3X4’s for the Terr same dru:; (2) qave industry the often high 
cost of (repetitiously) gathering data needed for an SDA and aroid the some- 
times trcmendoun Iwe of t ime nwe~-ary to clear nn SDA: and (3) make it 
possible that the pxbiic ohtains better. newer dru,-s faster and at lower prices 
since the cornwonder would he able to omit from his co% calculations the often 
high expeenk for obtaining an ST).C 

Even if, in addition. a public rulemaking f~rwedore ronId hare to be derised 
that would gire the FDI authority to prcccr~be manufacturing standard- and 
labeling for the finiched producti-similar to the like rr,-ulatinns concernrng 
antibiotics and fpnrticularly wferinnt-y) insecticides and dicinfectnnts, It would 
still be a great adrantage orer the current slow procedures which wncte time. 
moner. and energy of a multitude of firms compounding the rer.r same (or very 
dmilar) droga 

RLWLPR Snrxx, Ca. E, D. SC, 
Hawa-Locrcr?~nr Laaoaamat~a. 

Vice President. Phormaccvticol Rereorch and Control. 

I am speaking for Harer-Lockhart LaboratorIes. for 42 yarr: one of the leading 
manufacturers of wterinarc pharmaceuticals and hiolr@c. and for many of my 
colleagues in this industry when I state th:lt m-e hare fcund it increacinglp dim- 
cult throughout recent rears to derelop new products to he marketed ew- 
q omicallr. In fact it often becomes urohihitire for w to wend the amounts of 
money ckrentlp n&ded for testirma n&v reterinary drnp pr&x!rations siuve the 
test may ruu into four and Are ficures. Thus, prr,press is being hindered and it 
becomes more and more probable that eflectire and safe new drugs will become 
awitabte sooner in foreign countries than in the rnited State% flf .4merirn 

Sot only the high cocts of determining tissue and milk repidoes In lnrpe farm 
animals are the educe of eshorbitant crynditure=. necessary for preparing new 
drug applications (SDA’s), but--ercn more important-the repetitious testing 
and (supplemental) ADA submission requested by the FD.4 from each com- 
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pounder who intends to use the new, already NDA-approred. drug In the mano- 
factore of an identical pharmaceutical product 

Re+tration of antibiotic preparations and of Insecticides, once approved by 
the FD.4 and the USD.4. respectirely, can be obtalned easily from any (legjti- 
mate) compounder. Why, then. tie great difficulties and great costs and time 
losces with respect to pharmaeeuticale? 

To doubt a tremendous saving of money. time, and efforts for both the FDA 
and indostry is possible by changing lbe SDA regulations PO that only the mauu- 
facturer of the ha+ drug (raw materials) has to obtain It He should be in- 
formed by tbe FD.Y, once and for all. of any conditions the compounders of 
nhsrmacenticals have to fulfill when thev wish to add the item to their line I* 
it~as is or with minor changes as to ~010;. taste, nod maybe in c~~rnbi&%&‘&~ 
other simple. old4stabliahed and compatible drugs or inert materials. Jf tbe 
compounder does not follow throuzh, tbe basic manufacturer (and NDA bolder) 
has to stcro sellina the raw material to the offender and the FDA ran set In 
acclordan& with &e provisions of tbe law. 

What does this proposed change amount to? 
To giire au exxnple. such a change would make it necessaz’y for Merck or 

~aunmid or a flrm S to supply all the information needed to prow the safety 
aud eflic-ieucy of a new bwlc drug, say the sulfonamide 8. The hundreds of la=e 
and small (human and veterinary) compounders of pharmaceuticals aho m& 
wish to add S tablets to their lines could do so althout each one having to first 
submit lengthy hTDA's which require each one of tbem to undertake much no- 
necessary &perimeotal work anti erea more unnecessary paper work. All that 
thcw compounders should bal-e to do is to sign a f&m su~pplied by X in abieb 
ther declare that ther will follow the FDA’s sweified ororisions concerntnn IsM 
texi and production- aud control procedure;. Any major variation tbe com- 
pounders might wish to make in formulations or indications. naturally, would 
bare to be cleared Kith the FDA; but those who want to bring out a simple S 
tablet cnnld do so without bovine to lnce months of time waiting for n de&Gnu 
from the FD& 

The hnGng of time and moncr by dozens. if not bondreds. of finus n-ould 
lwnrfit the public which, tbuq could get new drugs much faster and probab1.r 
2: lower cwts, without sacrifice of their safety and etlicienc-. -4116 the FDA 
xvould not tie orerworked, but would hare more time for work other than study- 
ing wuntlcri; supplemental ABA’s and exchanging much correspondence with 
the indiridual compounders. Most If not all of them are reputable firms: to 
those few which are not reputable. S would not sell, espwioll~ if he ls made 
responsible for the complinnce br his rwtomrrs with the FDA% provisions rr- 
gardiug E. 

RUDOLPH SLEEK. OS.. D.Sc. 

DEPAWUE~T or Baavra, E~r;carxox-. AXD n’ELF.rape, 
Foot APD Daoo A~oarrh~sraanon. 

U’aahingfon. D.C.. Auguai M, 1962. 
Hon. Osex HABBI~. 
Rouse of Represenioliow. 
lfonhingfon, DC. 

DEAR Ma. HAMIS: This Is in re]~ly to .tonr letter of .4ugnst 11. 1962. regardiug 
a prrqmsal of Dr. Rudolrrh Seiden 10 chance the new drurr ar8ldicatiun nrot~~Iurw;. 

If there were a change in tire new dmc pmrl+ms with respect to reterinaq 
drugs. the fame degree of control would hare to be cxerriwd. Tbe same wien- 
tific- groups in the Fend and Drug Adrninistrstion that now tnwider requests 
for slgroval of the we of drucc in crrwinar~ produrm--the retrrinny medirnl 
offiwrs. the medical oBwrs. the phorn~aw1ngiist.s. thp chemist*. and others upon 
cmasioo-wonld need to rerlew the request 

We an? continually striTinp to simplify t!w admiuistmrirr pmwduresinwlred 
in handling vet&oar- nexv drug alq>li<ation~. and belirre we bsre been makinp 
worthwhile iml)rowments. 

If Dr. Seideu wishes a relararion of prsent Fnbstantlve reqolr~mrnts for 
clearing new drugs for safety. ve would hare to oppose tbr change. We dnuht 
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Jolrs L Hexsr, Deputy Cotrtutr&owr. 

The Crr.wtx\s. The committee will wcess until 9:1X We have 
cone lon;Tr than we intentledl but we will be back at, that time. 

(\\lrei-eupon, at 12 :40 p.m,; tlic hearing was recessed, to reconvene 
at2 :I5 p-In., of the same day.) 

The C~r.~rnxas. The committee n-ill uxne to order. 
The fiti witness tllis afternoon will be Dr. Lloyd Millers 
ar. Siiller. 

STATEMENT OF LLOYD C. MILLER, DIRECTOR OF REVISION, TEE 
UNITED STATES PHARMACOPEIA 

Mr. MILLER. Mr. Cllainuau and rucmhrs of the committee, my 
nanle is Llo\-d C. _\liller alld I reside in M’estchester County, S.Y. 
Jiy scaden& rraining leading to a Ph. I). in 1933 from the I-iii- 
yelsity of Rcwhester has been in biocllen&J?; and in pharma- 
COlO,~. My experience has included 8 Fears wth the headquarters 
l:lbonlto~~~ rtafi of tile Food and Drug .~dJniJlintmtic,Jl, and 9 ye;lrs 
in industrial 1)11:rl7nncellricnl w.sear&. 

Since 1950 I 11;1vc *r\.rcI 3s diwctor of w\-ision of the l-.8. Phar- 
umm xi:11 
tion \ 

Cork\-e11tioli. ;iii intlel~endent, nonprofit scieuti!ic oraniza- 
c evoted to pro\-idill? qtantlnrds of strength and purity for drugs- 

-1 published booklet on onr orqnizntion giving the officers, the 
board of truqtees. and other pertinent information i, arailable here 
for the committee’s use. 

The I-nited States Pltarmacopoein is a book of drug standards, as I 
11are iJl<licatzd, a11d it ic published at .!-year intervals in bound form, 
:111d ir; a(+rl:tlly tire Inni,, protltlct of our endeavors. 

-1 rather corn xehenslre statement of the nature and aims of the 
I,-nited States I P ~nrmcopeial Convention. Inc.. was presented in 1960 
to the Senate Subcorllmittee on ;\ntitrust and Monopoly. If referenca 
to the record of the hearings of that committee does not suffice for the 
purpose< of tliis hearing, I sllould like to ask tlwt the statement that I 
prepared for that cornn;ittee be included in this record. 

The ~~~r.\rnx.~s. Let it be included. 
(The statenrent referred to follows:) 
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purpose of proriding drug standards. Tbc L:.s.P. IS revised entlrelg every 5 
years, and tbe latest edition. the 1CXb revision, appeared in Msrcb of this year. 
Interim revision of the standards is effec-ted by means of supplements 

The object of a pharmacopoeia was .wt forth in tbe preface of the If320 Pbar- 
macopoeia, and remains the same todnr. In short, tbe Pharmacopoeia over the 
years has provided a list of those therapeutic substances that reflect the be~t 
practice and teaching of the healing arts and has eodowed them, in published 
form. with standards of identity. strength, and purity that are creditable and 
firmly grounded on scientific fact Tbe fulfilling of this objective ever more 
cnmpletelg in successire rerisions has steadily increased the service rendered 
to the publicand the health professions 

Tbe cowention Is rlrtually recreati for each decennial meeting, although the 
rather unusual title “The United States Pbermacopial Conreption. Ine” The 
corporation meets regularly every 10 years according to a plan adopted in 1824k 
Tbe latest meeting, the 15th such dewnnial session. was held on March 29 and 
30.1960. 

Tbe convention is virtually recreated for each decennial meeting, although the 
orcanizations entitled to membersbio remain substantiallr the same. These in- 
elide the 79 accredited colleges of ruidicine, the iG colleges of pharmacy, 7 agen- 
cies of the Federal Government, the State medical and pharmaceutical asso& 
ations. and 12 national profekonal associations and societies in the fields of 
medicine and pharmacy. Thus a total of Zii rrere entitled to representation In 
the IMO meeting held recently; of this number, 194 exercised tbelr franchise 
by sending delegates. 

The proceedings of the 1960 meeting bare not been prepared but copies of the 
lwllited lwceedings of tbe 19X meeting are being submitted for the use of the 
huhcommittee. 

The delegates are aprwinted to serve not only for tbe decennial meeting. which 
uwally last onl+x- 2 days, but for the entire IO-year period until the next meeting. 
The convention confers its authority upon au elected board of trustees and tbe 
elected officers of the coul-entiou, rrbo function rery actiTelg during the 10 years 
betn-een meetings. 

It is scarcely po4hle to emllbaslze too much born completely independent the 
convention is in lwrforming its service to medicine and pharmacy in the interest 
of tbe public welfare 

The board of trustees consMs of sir elected members, two of whom represent 
mwlk~ne and two the field of l~harmncr. and the remaining txvo of whom are 
el~lwl at lawe from amuowz the con\-eotion delccatcs. The four officers of the 
con\rntion, riw president, -vice president, .’ aecretarr, nud treasurer, likewise 
clwted from and by the conTention. all sit with the board of trustees. 

Th? members of the board and the officers baw alrrnFs been outatnuding lead- 
ers in medicine and pharmacy. distinguished for their statesmanship and puhlw 
spirited contributions. 

At it< dtwnnml mretins% the tourrntiou. in addition to eelwtiug the board of 
trwtect\ and lbe offiters for lbe enruing decade aud in addition lo receirlrq re- 
ports on the l~bnrma~rqwinl prrvgrnm for the detnde just ended. elects a com- 
mittee <If rwl~1on cowpri4ng (i0 exlerts, 20 from nwdlc iue nnd 40 from pharmacy 
and the allwd scientes. This 1 : 2 ratw of repte+ntation betneen mediciue and 
pharmn~ r has its origin lu thr (hang:1 I: rh:al.wlrr ,.I thw 7-w live r~*!cs plu.vd 
1, nwddlrine and pbarm:lq- in tbe tirht 100 )-cars of the V.S.P.‘s existence. 

The Ml ulelul~ers of the committee of re\-iritm are elw-ted b? ballot from 120 
nwninws. 1, ho need not newc~ari1.r be dekgates to the convention, n-ho are se 
lwted to provide ever? t?pe of skill and tuo\\-ledge required in the U.S.P. revi- 
sion program. Thus, the committee includes specialisrs in anestbeslolo~. cardl- 
OkVT. surgerr. nod other branches of medicine, and pharmnvi~ts. becterlologistc. 
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analytical cbemlsts, and other r;pecialists in rarlous branches of the actual prac 
tice of nbnnnacr. The committee is ormnized into subcommittees. each cbareed O-5 

Tear. 

hr- 
the 

zf-i 
md 
ore 
-ed 

be 
he 
!a 
Id 

‘e 
1- 

with de&ire re&ons~b~lit~ for rome phi* of the revision program. ’ 
-~ 

The committee of revision is drawn from tbe entire breadth of medicine and 
pharmacy. The members serve as indlridual erperts_and not an “representa- 
tires” of their respectiw institutions. 

Adriwry boards of experts ourside the committee of rerisioo may be appolnted 
to consider special policy matters. Similarly. ad hoc panels of special consul- 
tants are nppointed from time to time for highly technical advice on matters of 
more restricted interest 

The U&P. Committee of Revision Is r%wnaiblr for drafting and revising the 
Pharrnacoyxx?ia. while tbe U.S.P. board of trn4ew is maihly concerned with 
maintaining the legal and fiuancial standing of the Pharmacopoeia Tbe board 
has broad jurisdicrion owr general U.S.P. policy. relatlousbip of the U.S.P. with 
other scientific and profesrioual organizations. and matters having a beariug 
on the prestige of the Pharmacopoeia 

It is literally true that the Pharmacopoeia 1% under continuous rerlsion to 
keep pace with medical progess. The rerision process consists of three phase& 
The flrst is concerned mainly with the belection of the drugs to be recoanized 
in tbe next revision; the s&ond phase deals with dereloping the appropriate 
standards of strength, quality. and purity and the tests that they require; and, 
fiuall~. the third major effort is directed toaard nrocessine the manwcriDt and 
guldiL(: it through ihe rarlous stages of printilg lo ultimate pul8licatiou In 

Since the value of the Pharmacopoeia lies in large measure in the se&tire list 
of drncs that it nresents. the first nhase of the revision receires most minstak- 
ing atiention. it is mainly iu the bands of the 20 physicians elect&3 to the 
revision committee. who are nacisted by pbarmaciets fully familiar with the 
uharmaceutical forms of the drncs undrr cowideration. The resultine list cou- 
fists of those drugs and their d&age Corms that are beliered to represent the 
best practice and teaching of medicine. This *election process contiuues right 
up to press time. ObriouslT; U.S.P. status is not accorded to erery new drug 
developed 

We come no7~ to the second phase. While the selectlou phase is still PI+ 
weding, the C.S.P. subcommiTtees concerned with drafting the standards hegin 
their work. Prnposed or prorisional standards are put to actual laborntov test 
under the suprcision of a member of the V.P P. Committee of Rerision and 
the dnal standards are set accordingly. 

The work of the third phaqe. that of the actual publication, is shared as 
widely as possible by distribuling proof copy to Ibe entire revision committee 
and, in addition. fo a large uumher of other scientific and technical expert.% 
The wmment’: thus recelved are tiken into nwount in settling on the tin&-text 
The task of guiding the text through the y-arious stagef of printing is handled 
from U.S.P. headquarters. 

The rerlsion committee is alert to anr need for uew standards or rerisian 
of exieting standards during the Z-Fear period during which each U.S.P. is 
effectire. Interim revisions take one of two form<. For changes of relalirely 
limited application and interect. interim recision annnunccmenta. in the Corm of 
releases to the pharmaceutical press. are iswed. efipecially if prompt effectlrc 
news is a consideration. For more extensive chances and for the nublication of 
nev monngrapbs on dmgs. supplements are is&d; and each &plement ln- 
eludes also the entire content of all interim reriaion annonnwments released 
since publication of the mnin ~olnrnr or of tbr precious supplement Supple- 
menfs are distributed airhout additional charge to each purchaser of a copy 
of the current Pharmacopoeia. 

It often suf3ces. In explaiolng the U S.P. reri.+n program to Ia.ymen. to car 
simply that its object is to inwre that Ihe lbree letters “U.F P.” will continue to 
be a mark of distinction. somethin g like the letters deslgnatlng au acadeudc 
degree 
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Of the sererol roles filled by the Pharmacopoeia. that of protidlug regulatory 
agencies n-ith enforceable standards of purity and strength often obscures the 
other essential function8. 

It IY impornwrt that the U.S.P. ,nr..esrs the character of a legal documeut. AY an 
othciat compendium under rbe terms of the Federal Food, Drug and Cosmetic Act 
and the cwntet-Ls+rt slatules of the Stole*, all of its provisions must Lend them- 
srlrrs to the unrestricted we of the regulatory agencies. T’his creates demands 
for clarity of coutrrt and freed.w from ambiguity which frequeutly Preclude 
conciseness. 

The Pharmacopeia .cerves nwdirtne in two wars. First, It gives the practicing 
nbsaicion his mr& effwtire WIW in determining the quality of the drugs be 
pr&ribe.s. Srcwtl. it :wistu him bF tkfing tbov drugs that constitute, in the 
wrds of tbc tirzt l’bnrmnc~~pein. thrr:tpeurlc sgentk “the utility of wbicb is most 
fully established.” To fulhll the-w functions, the Pbnrmacopeia must reflect 
with fidelity the best practices of medicine and Ltbarmacy in providing standards 
of purity and Lwteucy for drug% of e&~bliabed merit and uecessitg. To this ex- 
teut. the C.S I’. b a therapeutic guide the wundne~ of which is temLx=red only 
by that of the jntl,went of thaw \I ho 4-t the articles recognized. Set, by its 
nature. the prows> of .selection can .~;trcely be perfect. for no means has been 
found to insure. at Heart by the time IIf publication. that pi1 drugs included are of 
eqwl merit and tbat noother equally meritorious are omitted In Vh?W Of today’8 
rapid progress in medical kwiences, a rarying degree of lag is inevitable. 

It is equally imLnrtaut to rewgnire some of the things that U.S.P. htatns does 
not affwt. For example. numerous U.S.P. articles are subject to patent right& 

The board of trustees long ago deeded that the crihtence of such rights mn- 
stitnted no bar to Y.S.P. recognition. In fact, the U.S.P. would be quite incom- 
plete if patented drugs were left out. The U.S.P. listing does not modify patent 
coverage in any war. either here or abroad. The Pbarmaropeia does gire notice, 
however. on the back of the title page that the inclusiwt in the Phanuacopeia of 
standards for a L,:ttented or trndemnrked article does not cwrrey any right or 
llririlege protected b.r the patent or trademark 

The term “L.S.P.” acquires its greatest significance from the prestige of the 
orgAnizntion behind it. Tbts is doubtless enhanced immetwel~ by the knowledge 
that the L’.SP. standards are enforced bc the Food and Drug Administration. 

U.S.P. purity stnntlortk are minimums, or floors beneath which the level of 
purity may not fall. 
b? actual away. 

Thus. USI’. aspirin must be not less than ‘99.5 percent pure 

Sot infrequently. advertising claims are made to the effect that an article 
“is better thnn USP.” 
I‘ %I’. minimum 

What ic meant. of course, is that it ascayfi abore the 
Ikcause of soth claims, the general notices pertaining to all 

C.8 P. standards s~c~fcnll~ state that the minimum putit tolerances specided 
for Llharmacopeial arttc-le\othrr than dosage formsare -tablisbed w1t.b a view to 
the we of the articles as drnga. Such limits do not bnr the use of lots of an 
article nhic h more nrarlr npLrronch 100 percent purity nor do they constitute a 
t1a.k for a claim that such low exceed the pharmacopial quality. 

SMV? C.S.P. limit< are maximums, as, for esnmple, the limit on the time re- 
quired for a tnhlrt to disintegrate under specified test conditions. For instance. 
the maximum dicintegmtinn time permitted under the present U.S.P. standards 
for a+pii-in tablets is 15 minntxs. The important point, nevertheless. is that 
awirin tablets that di4ntcgrate in as little a$ 2 to 3 seconds are still U.&P. 
tablets 

Since l!Wtl. the P.S.F. hns heen recognized by Federal statnfe as an “offida 
~ml*W~iWtI.” .kn ctn 11. it proridrc the standards of strength, qual1t.r. and 
pttrltr flw the articla that 11 de.criher :t!111 tIctint+. These st;rndard% ennrtitnte 
the hasis for ettforwment of the Fwd. Drng and Cc+nwtir Act in n=sL~& to drngs 
marina in tnterstate contmer(~. Thr L~.S.l’. cerww the same pnr~ow for enforce. 
merit of the cortnter-tlnrt Iegl4ntion at tbp Statelere~ 
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It is euwntiol to INtint wt a x-err irn)uM:tnt limitnlirw nn lbe :Inthoritp given 
the U.S.P. under thiv :irr:Iw3WWnt. This ia th;rt tbe IT.S.1’. st>mdards ripply 
only- to articles Intended for u-e or; tlr1W’. The nee of a U.S.P. title or SynoWym 
brings on arricle wtnnrelc nltbin the ~olv of the ftanderds. 

Dnlgs .wlwted for rew@tirm in the T.P.P. nre d&bed under their respectiw 
nonprnprietary or generic names. With rare rrrel~tl~m. tbwe names bare beeD 
in nw for mmtbr to paars. w that the U.S.P. revision conwrittee has the rather 
restricted option of taking. ns the I-S.P. tifle. the n:,me already In rise or else 
chanting it The latter altrrwtive is warcely atrrrcti+e in ~-irw of tbr ConfuslOIl 
that ia bonnd to r*ult even if the name seems to be quite uosuit?ble fur any 
one of R varies of reasons. 

Actnally. the I’nited Stat- la&r any very speci6c 05rial procedure for assign- 
ing nonprolwietiry names todrope. 

THE U.6.P. HEarqcmTm6 .&SD 6,AFF 
‘J%e C.&P. malntsins permanrnt headquarters in the Pburmacopeia Building, 

at a Park Avenue. in tbe Graud Central area of Sea York City. Tbe heaquar- 
ters prqwrtg WRS p~rcb;lsc~ in lt)4!4. h’grly tbrowh generous respowe to a once- 
in-a-lifetime appeal for financial wwtritmtions. and is now maintained out of 
current income. The Pbarnlnww?ia l?nildiog howes the s.mnll permanent staff 
that directs rbe t‘.S.P. progroru awl prwides F~IWP for tbe nurnerow CMI- 
ferences necessary to working out l~roblemc of dmg Ftnndnrdization. 

‘l’be CAP. rtiff conzista ,*f three perrons who bare scientific tralnlng in 
pharmacy or the allied scienws and a recrdnrial stitff of three to four ~ersollg 

The funds required to finance the ldmrmacopeiol program are derived maiuir 
frow the proceeds of Eale of the I’b:rrmawl~io. The 1,ric-e per copy has n1aay-L; 
been set to return only enough to meet conserratire estimates of the es- 
pw.ws of the revision prograw. 

It n-ill be clear from th-e brirf WIIIIIWU~C WI tlw tinauc%ll .stnwture of the 
C.S.P. reri.zinn l,rogron~ fhxt vnrvfnl bfew;lrci.-llil, i. oblig:I torr. Srverthel-s. 
the U&P. Cuncention ir prond of what 11 nccomp,li*brs throngb the coopera- 
tire efforts; of tbe lwnfe=~i<vnc rrf mvdicine nhd 19h:trmncy rind rbe Government 
tn beball of the poblic benltb and welfare. 

3fr. BfILLER. &me comment is needed in addition to that for pre+ 
ent purposes because of the unique character of the IISP. Conren- 
tion. As an institution. it dntec hnck to 1920 and actualIF was or- 
ganized in the Senate Ch:~mlxr of our Capitol. Rwularl-, at lo- 
year interrals since then. tile medical and phnrmnceuti&l colle,nes and 
the State and Sntiomtl wcirtir~ of these pmfersions hare heen asked to 
send delcpnte+ to it. The? 2nd delwttcs from +eTen Federal qgencies, 
including the Depr~mrnts of Defrnv. ;uld Hwlth, Educntlon, and 
Welfare. hare but one dutr. n:>mel-. to provide for revision of the 
Vnitcd States Phnrnmncop~i:~ during ihe enwing decade. For this 
purpose, n rcvi+m committee of GO members is elected and is charged 
with wlecCng thee dru,ns tlrat reflect the hect teaching and practice 
of mcclirine and ultimateIT seein,n that r;tnndnrds of potency rind pur- 

655 



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

482 DRUG I?iDUSTRY ACT OF 1962 

ity are developed and published for those drugs in what is better 
known among pharmacrsts and physicians the world over as simply 
the “U S P ” 

In lbOk, and again in 1938, the Congress recognized the C.S.P. as an 
“official compendium” for the purpose of enforcement of Federal food 
and drug Inus: and H.R. 11581 continuesthis recognition. 

A board of trustees, also elected by the convention! is mainly con- 
cerned with maintaining the legal and fJnnncia1 standmg of the phar- 
macopeia. 

The 60-member committee of revision which I mentioned earlier 
is drawn from the entire bwadth of medicine and nharmacv. The 
members, 20 from medicine and 40 from pharmacj and th> allied 
sciences, serve as individual experts and not as “representatires” of 
their resnectire institutions. -1drisor-v boards of esnerts outside the 
committ;e of revision may be appoint& to consider $ecial problems 

The conrentionundertakes to rer-ise the U.S.P. completely every 
5 years, and to issue interim supplements as needed; it is so highly 
respected that in doing so it. can draw freely upon the knowledge 
of experts in medicine and 
ing esperts employed by t le Goremment. f 

harmncv throughout the Sation, includ- 
The convention is able 

therebv to overcome such handicans as are imnosed bv limited financial 
resources. Indeed, the U.S.P. program is conducted on a rery modest. 
budget. inasmuch as its sole sunnort is the net income from the sale 
of the book and of standard samples of drugs made available for ref- 
erence purposes. So grants or subsidies are receired from either State 
or Federal tax revenues 

From a rantage point’of nearlv 1.50 years’ experience vith drug 
standards, our board of trustees has studied the various legislative 

R 
roposals for drug lan revision now before the Con-gress, including 
.R. 11581. The board is especially interested in those sections of the 

proposals that deal with extension of presale certification to all 
antrbiotics and u-ith choosiw common names for drums. The board 
tishes to record its opposi&n to additional certific&on, and uts 
forward an nlternatire to xhet H.R. 11,581 would do in respect to B 
nomenclature. 

rug 
The purpose of the remainder of my stntement v-ill 

he to make clear the reasons for our position. 

OPFOSITIOS TO EITESEIOS OF ASTlRIOl7C CEKlTFWkTION 

Our opposition to the extension of certification of the antibiotics 
as proposed in H.R. 11581 rests in large measure on the fact that the 
concept of certification riolntes the basrc principle upon which regu- 
latory enforcement of drug standards has stood since the first Federal 
law in this field was enacted in 1906. The principle eras reaffirmed in 
1938, but in 1940 it was breached for insulin-containing drugs and 
agam more estensirelr sJlortly thereafter as a wartime measure to 
expedite the volume production of penicillin. 

The point inrolred here is eswltinllv leg:11 in character and I should 
feel most reluctant to touch upon it -vere it not for the fact that it 
is too important to be overlooked. 

We are indebted to Nr. Walter G. Campbell, who headed the Food 
and Drug -1dministmtion from 192i to 1944, for perhaps the clearest 
exposition of the underlying philosophy of this aspect of the food 
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acted. The enforcment of these standards is an executive function 
entrusted to FD:\ an age.ncg of the executive branch of the Govern- 
ment. The batch certification of insulin preparations and the anti- 
biotics. llnder standards qf strength qnd pm-ity which the Administra- 
tion promulgates and sub.sequently applies in conducting its testa, 
pln~s upon this highlp respected Government agency the responsibil- 
ity for serving at once as legislator, tester, and judge. We hold that 
if certification is not needed for the host of drugs whose uality ie 
maintained through the development and ap 
ards it should be equally unnecessary for t le.antibiotics. P 

licatlon of U.S. B . stand- 

It is a fact, of course, that several antibiotics are distributed mith- 
out. resale certification. Indeed, of the 12 basic antibiotics rec.~g- 
nize t;- In the present edition of the U.&P., only 4 are subject to cer- 
tification. A fifth, chlortetracycline, ras once so reco 

F 
~zed but is 

no longc: ; standards for it are provided.by the Kational ormulary. 
Antlblotic certification requn-es duphcation of costly testing. Per- 

sons or firms introducing an antibiotIc drug into interstate wmmera 
do so under the general provisions of the Food, Drug, and Cosmetic 
.%ct. This means taking full responsibility for having complied with 
certain basic requirements which apply to all drugs regardless of how 
much or hoa little they affect the course of a life-threatening disease. 

Antibiotic producers pay the Food and Drug Administration fees 
totaling nearly $1 million a year to reproduce tests they have already 
conducted to demonstrate the satisfactory character of the lots of an- 
tibiotics in question. These fees must of course shov up in the Enal 
selling price of the antibiotic, regardless of how dubious is the value 
of the doublecheck that the certification pro 
position of the U.S.P. Board of Trustees t \at there is no longer a F 

am provides. It is the 

need for treating antibotics as a class anr differently from other classes 
of drugs. 

Vhile it map be shorn that the cost of certification is spread rather 
widely so that perhaps it amounts to about one-trrentieth of a cent 
per dose, this fi,rr~re is misleading, because it is equiraIent to averag- 
mz the costs of a mou.se and a mink: that is, payment for certification 
of antibiotics is based on fees per batch, and a large batch menns a 
pent many do.ses, and for a large manufacturer the cost per dose is 
verT little. 

l?owerer, the same fee is charged for a small batch, and for II small 
manufacturer the amount er dose may be very substantial. 

If the expenditure of 1 million annually is large1 %  
surely the public interest would be better served if t K 

Tasted, then 

other\+e used. 
e money were 

Indeed, this was the tenor of a report * to the Con- 

1 SPL “Rrrlcr of F.nfnrwmrnt rind C+elfht!on Actlrlt lm nf the Fmd and Drug Admln- 
t~tratlnn. Dc~~rtmrot of Health. Eduottloo. and Welfare. September 1900.” 
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gress by the Comptroller General of the United States wherein it was 
held that. the Federal funds and manporrer required for antibiotic 
certification might bet t.er be put to other uses. 

No need for extending or even continuing antibiotics certification 
has been demonstrated. In support of this position, we should like to 
direct the committee’s attention to the contrast between the natuw of 
penicillin that K;IS being produced in 1943 Rhen certification was first 
conceived and the quality of the penicillin ihat. is bein produced now. 
In 1043, pencillin wns being turned out practically by 73 and in batches 
produced usin ?-gallon boples. Kerr it comes out in huge babches 
that are starte In vats holdmp as much as 18,000 gallons of fermenta- 
tion mixture. The standards yor 1943 penicillin R&e actually so rudi- 
mentarv that thev should not be cornoared at all with those of todav. 
which fill over 3$ pages of fine print-in the U.S. Pharmaco ’ * ’ 

d more tellin comparison comes from puttinn a vial 0 p”” the 1943 
product alongs. e a vial of today% pencillin. 2 I ga 
an unopened vial of 1943 commercial pencillin. Jf 

pen to have here 

in its production, it is a memento of those days. 
aving had a part 

This penicillin was 
produced by the methods best known at that time. The contents of 
this vial are amornhous. That means that thev are not. orvstalline. 
You can see thnt tliey are a deep orange in color,Wand if I we& to open 
the Tial you would notice a strong, almost pungent odor. When pro- 
duced, the contents had a potency of barely 100 units per mill&am; 
but the stability was so poor that doubtless all therapeutic activity has 
now vanished. Although intended for intravenous use, this product 
would not meet today’s requirements for freedom from “pyrogens” 
(substances that produce febrile reactions in man and animah) and 
potentially toxic Impurities. 
more rigid test for sterility. 

Quite possibly it xould fail the present 
In contrast, 1962 ncillin is as colorless 

as fresh-fallen snoF. I hare several samples era, and all are dor- F 
less, and indefinitely stable. Their potency is about 1,660 units per 
milligram. 

In 1943, pencillin eras scarce and mstlg (the price of this vial was 
$20) so that only 100,000 units were put into each vial. Today, this 
is considered to be a small dose so that the 1962 tial contains 500.000 
units. Yet the actual weight of this fire-times-larger quantiti of 
purer penicillin is substantlallg less than the 1943 vial contents and 
sells for less than a dollar. 

The purpose of making this compnrisotl is to point ant thnr under 
the conditions prevailing in 1943, the certification program served ad- 
mir:thlg to es 
b\- our Arme (P 

dite the production of a product desperately needed 
Forces, impure though it was. Hoverer, for the g.ast 

II) venrs our Amerirnti ph&naceuti:cal inclustrr has bee; turninn-out 
pe;icillin of almost unvnrvinrr Imritv. The Wdunlic;lt.e testinrrhcon- 
;lucted 1~ FDX has rontribuied’ notliinp that &ld not ha\+; been 
zxhiewd’just as well under the prorisionr; of the Food. l?rna and 
Cosmetic .\ct that require all drugs to be t&cd to demonstrate om- 
plinnrr. nit11 their lalrl claims. 

Finnlly. in the opinion lpi’ thr 17.8.1’. Ro:lrd oi Tnr-fees. rile PIIII- 
tinuetl use of antibiotics certificntion nniwnrs to inn+ a failure of ~- _- 
the system of providing purih stflndn&is throuph {lie official corn- 
penolin. 
ing rho+ 

The nr,rrlltnent for cpe&l ImntllinF of all antibiotics. inclucl- 
folm!: IIWI lo tl,eilt mild skin disordam. for rxnmplr. on Ihe --. .._ - ._ _ _ 
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grounds that they are u.sed to a greater degree in life-threat&u ill- 
nesses simply does not stand up on scrutiny when drugs SW aa %  
digituxin, the beart stimulant, are among those not subject to presale, 
batch certification. 

The U.S.P. Board of Trustees, therefore, respectfully urges that 
fI.R. 11581 be revised to eliminate the reference TV) certification of 
nntibiotics;as 110~ defined in the Food, Drug, and Cosmetic ..%ct. At 
least, it would be a progressive step to lrmrt certifcation to new 
antibiotics of uncertain 
vide 3 positive me:ms o f.. 

urity and stability and, furthermon;, to pro- 
dispensmg nith certilir:rtion n-hen it can be 

shown that the output is of uniformly high purity and stability. 

STANDARDIZATION OFDRCO NAXEB 

Section 111 Gf H.R. 11581 proposes to authorize the ‘Secretary of the 
Department of Health, Education, and Welfare to estahlisl+ under 
specified circumstances and throumh promulgation of reaulatlons, ‘&a 
single standard name” for each ( rug. f‘ SecZon ll2 de& nitb how 
these names are to be used. This concerns, of course, only the non- 
proprietary names, not the trademarked brand names for drlys This 
class of names is variously called.generic, common, or pubbc names. 
The term %onproprietary name” IS gradually commg. into more wide- 
spread use because it is more specific and because rt is used inter- 
nationally. 

As one of its basic objectives 
been providing standardized nomenc i 

the U.S. Pharmacopeis has 
nture for drugs since X20, more 

t.han 85 years prior to the pass:lme of the first Federal regulatory drug 
law. This long experience emi?oldens us nov to suggest a close ex- 
amination of the re;rsons for proposing in H.R. 11581 that Congress 
niake the Secretaxy of the Department of Health, Education, and 
Welfare responsible, either mholly or partially,. for the names of 
drugs. 77e ask whether the goal is greater safety m  the use of drugg 
or whether it is economic in nature. If the objective is purely a mat- 
ter of safety, then the adequacy of the present law, the Food Drug, 
and Cosmetic Act, should be looked at more closely: if the objective 
is economic, relief should be sought otherrrise than by amending a 
Ian- dealing mainly with public health. 

Confusion over drug names can jeopardize ublic health. That 
the identity of drugs has been uncertain in t ii) 
multiplicity of names has been demonstrated am 

e past because of a 

ing, public outcry. and the hearin?? on S. 1552. P 
1~ in medical writ- 
Towerer, those who 

thoroughly understand the problem agree that its nature IS such that 
there Is no simple solution. Only a radical change in our trademark 
laws can bring about marked improvement, and there has been no sub- 
stontial suggestion that this is xvanted Almost any change. of this 
kind would involve the ~holo structure of drug distrrbution. 

While the situation dorm not lend itself to genuine simplifiation, 
some irnprovement is possible. One witness ~110 te4fied on S. 1552, 
Dr. Louis Goodman. professor of pln~mmncolo~~. Iyniversity of Utah 
Collece of Jfrdicinc. a most. distingl,iished teacher and scientist. spoke 
from firsthand csI~~~%~cc with naming drugs, as follows-and I quote 
from thr record of the hearings: 

T’hls nomenrlnturc problem Ir. ctickp. T  oow Mirred thnt drug ~o~p~~ie% on 
owsion. detibccralcly and gleefully propwed geoerlc nnmw 60 wl~t.rllabie and 
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80 unpronounceable tbat e-xo B  .?imon-pure phcrnwologi% would gladly settle 
for B  short euphonions trade name In his teaching of medical students and In 
his le.&wee to pmcticing phy&-ians. Upon hecoming a member of the m  
Council on Drugs. I leurnrd that I was wrong. 

BJ- the rer~- nature of a geueric name, it mnst gire some indication of the 
chemicnl class of the drug concerned, it must include the full name of the salt 
(if the drug 1s morhited as the salt), it mud tire some hint as to the chemical 
relation to any prototm agent already in the fie!d, and It mnst avoid any 
therapeutic conl~*r.itions. Furthermore. conflict and confusion n-itb existing 
mnew oftrn limit the choke of a aeneric name. and. in nddition. there are 
certain international conventions <hi& must he ohs~~ed. By’ tirtne of 
the.% .scvere hut. nwessarp restrictions, I doubt vex much whether generic names 
are erer going to be as attractive as h-a+? names. The days of sxh tihorf agree- 
able. ofecinl nzxnes as etirr. morphine. atropine. ahd diptalis are gone. 

Dr. Goodman’s well-stated comments extend for seTera paragraphs 
more and include A highly corn alimentary reference to an art& of 
mine that is entitled “Doctcn~, 1D rugs and Sames” that ap ared in 
the Julv 8,1061, issue of the Journal of the -tiler&n Jkdica r+ -4ssocis 
tion. &d which is reproduced on pages 493490 of part 2 of the hearing 
recoid on s. 1552. - 

- - 

Br war of addinn emuhasis to Dr. Goodman’s arxnxisal of the 
pro&m,<& may sav~hat.~f~~dame~~tall~, physicians ayd pharmacists 
seek That is l~r:vzti~allg, If not absolutel_r. beyond attainment* It is 
utterly unrealistic to hope that drug names can be as familiar as those 
of common foods, for esnmple. Seldom are x-cc confronted rrith the 
wjentific counterpart5 of thr nam-.: of K>ll-li??vYi fxitr ?ilie tJ:c appl?, 
pwr, peach, and so forth. ?;or does commerce in fruits require each 
-rover to idrlltify his produce soesclusirely by a brand name that anr- 77 
nlle riFl<s mistakfng an apple for an orange; moreover, if that ha& 
pened, little harm TouId result 

1Kth drums. the situation is far more ccjmplicsted. Chemists rrho 
q-nthesize and manufacture drugs use chemical terminolo-q rrhich 
must. 1x2 complrs to be px-ecise, for t!le molecules of todw’s arugs are 
gcwrnlly quiie comples. 13ut even chemists tend to abbkx-iate these 
lone chemiwl names so that we hear such terms as DDT for dichlow 
diphen~ltricllloroethnne. rrhich. .as an insecticide. is alw a drug for use 
in riddty~ wrrnunding clothing, and even one’s person of disease- 
bcziriy insects 

This l~lu-nan tendency to nbbreriz~e cannot be le.qislated out of exist- 
ence, M  Ire must be r&Fled to weinr more and more of jargon con- 
sistjn, of wml)inntions 111~ DDT or for t.hat matter. FD& -LEC. and 
so forth. l3ut there is &Teat. danzer in usin? such term5 for drugs 
~KWIN of the risk of confusion. 
prutlentl~ to dust clotliin 

DDT. as a drug. is quite szzfe if used 
z and the skin. but. it can be tosic if misu&. 

Quito a tliIlhrrnt drug has come to be Tell knon-n by the initials 
DFP, short for diisopropvl flurophosphate. 
nlwrs must be us4 41, ufnio3. caution. 

It is estremelr toxic and 
If DFP v&e written 

for DDT on a doctor’s prexription or on orders to a nurse and the 
error was not cnlyht by the phnnnncist. tmzedy could result These 
two drugs xt’c lkt~l in tile l-5. l’l~nrnxa,copccl:~ under the titles Cllloro- 
plwrlotll:\n* :in11 Iwflurophnte. reqectirely. nonproprietnrr names 
which n-‘c. fwl clifi’er enough from wch other an3 from other titles to 
rule nltt confrrsion, 

Fo~tnnntrly, tr~vral desi.y~xtions consistinz of letter or letter-and- 
r:umlwr wntblnntions are conlp:lr~tively uncommon and onI1 a rare 
esreptions do U.S.P. titles include letters or numbers. 
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Until quite recentlr, nonproprietary names rrere chosen haphaz- 
ardly in the United stafes despite earnest efforts on the part of the 
Americzan Medicnl ,issociation that were nimed mainly toward en- 
com-qin~ early seltwtion and toward aroidjnp fhmpeutic jmplia- 
Cons There was no real stimulus to hrel-ity or to showing interrela- 
tionship betTeen similar drugs 

In 1961, the America Medical Association and the United Statea 
Pharmncopeia joined forces in this area and in the past year what &r~ 
now called C.S. adopted names have been given to about 170 corn- ’ 
funds. l&s than one-third of these compounds mill eventually be 
marketed as drup, but the selection committee is much less concerned 
orer this *waste” of names than with making certain that the names 
that do come into use are suitable. The names adopted for compounds 
that do not 1x-01-e out as druzs Kill sen-e a useful purpox in identify- 
in,~ the compounds in reporting test results in the scientific literature. 

The secretwin expense of this pr?,qxm is borne wholly by the ML& 
as a public sex-x-ice, althowh the L.s.P. shares other costs incurred. 
The pro,mm makes no ca?l upon public funds. We feel that it is 
gaining steadily in general acceptance and that. all that it now needs 
1s formal reco_rrllition of the same sort that is awordfxl the U.S.P. 
standards of purit_r for dm 

Toward that end, we propose the folloting change in H.R. 11581: 
Delete the reference to section 508 at line 12 on page 17 of H.R 11581 
and substitute a new section: 

For the purposes of this Act, each drng shall be h~onn by one aud only one 
nonproprietzq- or common name. If it is an article recosized In an ofBcia1 com- 
pendium as defined in section 201(J) or is an article that n’aq once so recognized, 
the CCCIIILIO~I name chall be the principnl title for the drug used in thnt com- 
pentlium. prorided that if it is an article that has not been recognized in an 
o5icial compendium or if St is a misture of tmo nr more drugs in established pro. 
portions. the common name shall be the name selected for it by the hod? charged 
with the recision of the United States Pbarmawpeia : Pmridcd, That if no such 
nnme has been wAected. the Pwretar~ shall iufnrm the twdy charged with the 
re+ion of the Knited States Phnrmacopeia of the need for a name, and if that 
body fails within a reasonable time to provide a name which. in the judgment 
of the Secretary. is suitable. tben the Pecretav may promulgate reggwlntions 
establishing a single, common nnme for EUC~ drug (or for such identical drugs). 
and shall publish the name tnzether with aog related or additional Information 
Khich, in the judgment of the Secretary, ia desirable to facilitate the correct and 
effectire use of such name? 

‘Xe beliere that our proposed alternatire xould achiere the follow- 

e unequirocally that each drug haTe but one standard 
nonpro rietarr name- 

(2) &tabl&h that’the titles wed in the o&in1 compendia shall be 
the required nonproprietar? names; 

(3) Make the ITnited States Phnrmacopein responsible for providing 
name? for drn~a ncJt reco;l?ized in the of&in1 compendia : and 

(4) Gire the Secretary of Health, Education. and Welfare standby 
authority to see that the C.S.P. fulfills its obligations in respect to 
names. 

TTe offer this proposal in ths belief that it will meet all current 
and future needs and that it will answer all valid criticism against 
nonproprietary names. 
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Don-ever, there are two criticisms that our progmni cannot possibly 
answrr. One criticism is that confusion results from having numerous 
tmdemarked names for a single drug. Obviously, those\rho object 
to a multinlicitv of trademarks for drums are. in effect. criticizing our 
tr:tdem:& law;. h second criticism igthat ihe Food’nnd Dru -Ad- 
nnnistration has neglected this area. With respect to this camp amt, 5. 
it 15 our view that more might be done under existing authority. 

It iixiv sullice simply to point out that tile very first subsection of 
SPCI ion 512 of I he Food, Dru,, m  and Cosmetic .\ct defines as misbranded 
iiiiv dyu;: 11aving labeling that is “misleadinn in any 
Fmther on., subsection (e) requires that. the labeling- o f 

articular.” 
drugs not 

recognized in an official compendium benr ‘<the usual or common name 
of the drug, if such there be.” It xvould seem to be a matter of simple 
logic th:tt ordinarily only one name for a drug can be regarded as “the 
co~~unon or usual name” and x!:ere two or more names appear to be 
competing for this distinction7 the FD,4 may readily assert which 
name is to be used, to alsoid having labels become misleading in this 
respect at least. Thus, the problem of multiple nonproprietary names 
rcallv should not require amending the Food, Drug, and Cosmetic 
Act.- This act, lio\vc\-er, does fail to chart a course of action for the 
case in which a drug has no common or usual name. Our proposal 
covers this situation and we feel that FDA needs only to make known 
that it 611 require we of U.S. adopt rd names. It also confers stand- 
bv xuthoritr upon the Secretnrp of iIenlth, Edncation, and TTelfare 
of thr snme’sort he noxr has under section 501(b) of the Food. Drug, 
;Tnd Cosmetic ,4ct, that permits him to correct inadequacies in the 
tests and st:tndnrds for druLgs that appear in the official compendia. 

n-e trust that n-e mav continue to conduct our name-selection pro- 
gram, in wcli a ~37 tht the standby authoritv 1-rould never be in- 
voked. We will welcome such assistance as th; Serretary map eire 
us. -4s &unds for optimism on that score, we may poik o& ihat 
the Secretnrv has not Fet been obliged to promulgate a reP@ation 
to supplant h U.S.P. assay which he has adjudged inadequate for 
rezrulatorg purposes. 

To recapitulnt.e, we feel that it provides a reasonable basis for op- 
posing the intent, and effect of section 105 of I3.R. 11581 with respect 
to extension of presnle batch certification of antibiotics. Further- 
more, we hope that we have paved the way for consideration of such 
changes in H.R. 11581 as will end the certification of all antibiotics 
that. are produced in substantially pure form. Finally, v-e hope that 
our suggestions on drug nomenclature will be acceptable and Nell 
result in some changes in H.R. 11581 to bring about recognition of 
the exictin~ and effective system for the selection of nonproprietary 
names for drugs. 

T rant to thank ycu very much for the privilege of appearing 
here. 

The Cr~.~mx.~s. Thank you wry much, Doctor, for Four interesting 
and helpful statement. 

-2nv cmr=tions. 3Ir. Roberts? 
31r: licwnrs. Dnrtor. rith reference to the convention, I believe 

ynn ct:ltrtl ,vou undertake to raise the rnited States Pharmacopoeia 
ever\ 5 wars, n complete revision. 

If r. 3llr,r.rs. Yes. 
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Mr. ROUEJITS. dnd you issue supplements as needed. How do you 
determine when you need au interim su 

Mr. MILLER. We have the tests an t; 
plement8 
standards under study at all 

times. We receive complaints that this or that may be inadequate- 
sunnest;ons more often than corn laintsfrom several sources the 
Fgh and Drum Administration %einu perhaps our most fr&ul 
source, because &e FDA4 is applying t&e tests itself every day in its 
laboratories. 

We find the producers of drugs themselves are helpful and fruitful 
sources of. suggestions Our own committee members are conducting 
the tests thntre specified in the Pharmacopoeia. And they oc& 
sionnllr find shortcomings. Or. as frecmentlv hannens. new methods 
are de;-eloped by scientsts to applv tb the’exi&ng drugs, and me 
endeavor to work them into the offi”cia1 tests just as soon as we can 
perfect them 

Mr. Ron~a-rs. How lone have vou been in vour nresent nosition? 
Mr. MILLER. Since 1950~121~ ye&.. 

1 & 

Mr. ROUERW. You hare had auite a bit of esnerience in this matter 
of designation of drugs. xow.,‘are next drugs &erin the field more 
rapidly now than they were when you first crime to t 1s work! 8. 

Mr. ;\~ILLER. Yes and no. up until a year or so ago they werts. 
There has been some slacking off within the last year and a half, but 
certainly the records show that the number of new drugs is increasing 
with the passage of time. 

In 1960 there mere nearly 50 next drugs, Thereas in 1950 the num- 
ber ras between 30 and 35. I am speaking of new drug entities, 
not the dosage forms or combinat ions. 

Mr. ROUERTS. You mentioned the fact that you received complaints 
sometimes. In what form or forms do these complaints take? 

Nr. Mnrxa. Various forms. 
Mr. RODERTS. -4 description of the druw and its properties or what? 
Mr. X~LLER. Yes. These pertain esc~usirely to the technical as- 

pects. The melting point of the drug as n-e set it forth may be 
shghtlv different than that Khlch is correct. WIthout gettmg too 
technical, the assav may be Firing a slightly low result because of 
such a thing as i&cased solubility rhlch re didn’t recognize, so 
that, we change the assay to correct that slight deficiency, and the re- 
sult then is more nearly correct. That is the -WI% of thmg, if I make 
mr 

.P 
oint clear. 

II r. ROBERX In your example of penicillin I take it that you mean 
bv that that since Its introduction during the Tar, I believe it was 
1943, it has non- reached the point where it is very stable, and as vou 
pointed out the pprogens and impurities are not prevalent as they 
lrere in-the first espenencesthat we had rrith it. 

Jlr. Jix~rzn. Yes,sir. 
Mr. ROIXRTS. Do you indicate by that, line of reasoning that you 

think there should be a grandfather clause mitten into 11581 for 
thcw drugs that n-e have seen and used and experimented rrith over 
the periodof years! 

Jfr. ~~ILT,EL Rather the reverse, I should think, if I intxx-prct cor- 
rectlv your use of the grandfather Claus B rrandfather clause 
I would understand you to mean x-e should bla J-2 a. et into a new regula- 
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tion something that has been exempt theretofore. I would rather 
put it the other ~a around. 

Mr. ROBERTG. H’ ere is the thing that gave me that impression, and 
maybe ~6 can straighten it out. 1-0~ say, “dt least it rrould be a 
progressive step”-- after you vere talhrg about the provisicn to 
ellmilrate the reference to the antibiotics-you don’t have the number. 

3f r. M~LEII. Page 7. 
hfr. RQnERTs (reading) : 
At least, it nould be a progressire atep to limit certification to new antj- 

bloticz of uncertain purity and stability and. furthermore. to provide a positlre 
means of dispensing with certification when it can be shown that the output 
is of uniformlp high purity and stability. 

&. %LLER. hiav I make that clear? 
Jir. ROBERTS. Y&, sir. 
JIr. MILLER. 7’iQnt I mean to say is that all’ five of the present 

antibiotics that are now reauired to be certified are beinn Droduced 
in a state of high purity and&ability. Certification really p&?t needed 
for them an longer. It once ras, but isn’t now. 

P;err ant1 lotics are coming along. hoTever, rrhich are in a state of 2. 
purity that these others were 15 to 20 years ago, and if certification 
IS to be continued, it would make sense: it seems to me, to restrict it 
to these nen- nntlbiotics but o?lp for such period as they are being 
produced in an impure and possibly less stable state. 

And Then the technoloa improves so that these new ones are 
being produced in pure state, then let’s get ara from certification as 
being unnecessary and a duphcation of testing e d art.. 

Jlr. ROBERTS. Can you name some of the new antibiotics that -ou 
,think hare not reached the point of stability and purity that penici I- 11x1 
has? 

Jfr. JIILLER. Yes; I can. I could do better if I had awess to the 
list of the 30 that- 

Mr. ROBERTS. Tould you like to sup Ir that for the record! 
Mr. MILLER. I rrould hate to put t le finger on tx-o or three of the f* 

new ones that might be less desen-ing of mention than some of the less 
pure ones. 

Xr. ROBERTS. Let me suggest that J-ou supply that for the record. 
Jfr. MILLER. I would be glad to do that; yes. 
Mr. ROIIERTS. pl’o-~. this theon of one name or generic name for 

dx-ucs. who first 
Mr. MILLER. 6 

rom~~lgnted thacideq do you know?” 
f haring a single name! 

Mr. ROBERTS. Yes, sir. 
Mr. MILLFR. I couldn!t sap. I rrould suppose that it probably 

originated from frustrated teachers of phnrmacology, a.~ I was once 
myself. when thev were obliged to use serernl names in order to make 
s11-re that students’ understood what n-as being taught. More recently- 
in trying to get at the origin of the suggestion-more recently, the 
iden has &Ton-n up nith nn economic aspect, that is, if the so-called 
generic or nonproprietary name xere gjven more prominence, at the 
espense of trade names, the thought IS that that vrould result in 
lowered costs of drugs. 

I think it is a fallacy, but I don’t believe t.hat we need to go into that 
particular aspect. The idea. I think, is perfectly obvious and sound, 
to hare only one name for a compound, in general, is a good thing. 
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1fr. ROBERTS. Don’t you think it would be very diflicult to do in 
view of the many complex chemical combinations that make up some 
of these compounds? 

31r. MILLER. So. I must, not. hare made mv point. I think it is 
quite feasible to have one nonproprietary name ?or each compound. 
We must also have a chemical name which will be long and comnlex 
and precise. ,4nd that is all right. That~will be in the chemical l&r- 
nture. 
used. 

-4nd it will identify t3us nonproprietary name when properly 
But for the physician and for the pharmacist, we can very well 

have one single nonproprietary name for each d 
Mr. ROBERTS. And you believe the Food and T!f rue Admiiistratiou 

h~,h”‘;;~rit 
P 

under the present law 1 

- hare ‘kid, when 
tlunk they do. I think that they could long ago 

and new and contrived name, 
lication came in, that used a &ran 

very well have said, ‘We I, $ 
this dru.g has been in numerous corn inations for which new dru P; nnnlicatlons have become effective. and in those it was called. lets 
&, ABC. But here you propose tb call it XYZ. We believe that to 
avoid confusion and protect the public health that YOU should call it 
in your IabeIinp just like everyone has done earlier. ’ But FDA have 
not done that. ; fn fact, they seem to have gone out of their way to have 
avoided doing it. 

Jfr. ROBERTS. You rere with Food ‘and Drug for 9 or 10 years, I 
believe F 

- - 
Jfr. ~~XLLFZ. That is ri ht.. I wasn’t in the new-drug branch I 

was in the Pharmacology &ision. 
Jfr. ROBERTS. And vou had a good relation&in. I mean vour corn- 

mittee with the Food a>d Dru ? a 
*> w 

Jfr. 3IrLLss. The closest an d most undia!; yea 
Mr. ROBERTS. That is all I have, 3fr. Chan-mar~. 
TheC~~mx~x. ?rfr.Glenn. 
Jfr. GLESN. Doctor. after the USP sets these standards do you or 

any allied orgsniznt.ion take it upon yourselves to see whether the 
industry is corn 

Jlr. MILLER _ 
lring with using these standards! 

+ot in the police sense We do from atechnical stand- 
point, to see if the standards are feasible and practical, but it is the 
responsibility of the Food and Drug Administration to * 
as a part of the executive branch of the Government. IE:%kY 
pax-t of the Government, we would belong to the legislative branch. 
In fact. it. is not infrequently said that our function is an extension of 
the Iqgislntive effort of the Congress. Indeed, it was alleged in court 
one time that Congress must have exceeded Its authorit 
delegated to the PSP this function back in 1006. But t K 

in having 

Court of the State of Wisconsin ruled otherwise 
e Supreme 

Jir. GLESS. You have said that you do exercise name seIecting. 
Xr. Mmx~. Yes. 
Mr. Gmss. .\ntl if this bill ic fwwtd into 121~. is it.pur conten- 

tion fhnt the ,Srcrctnry will then take over the jurisdiction which you 
:I re now exercising F 

Mr. Jiir.~.lm. He cer-tninlv will he authorized to do so. Because the 
lvortls are ‘nlng promulgatk regulations.” I think it is not obligatory, 
IJIlt he  iS piWl1 tile right to do .so. -\nd furthermoq the terms of the 
l,jl] hrfwe the Srnnte are such now-1 haven’t hadalegal expertinter- 
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IJIPf. tIiem for us, but the terms :IIP rucli that he is required to do cer- 
tain things. He is required to review the titles of the U&P., and he 
m:ly ch:~nge them if he feels that they could he simplified and made 
more useful, 

-\nd I thmk boiling it down, a p;~ge and a half of this bill to two 
sentences, that seems to be the intent of the present form of H.R. 
11581. 

Jfr. GLESS. ThiInk xou very much. That is all, >Ir. Chairman. 
The CM~IR~.~N. Mr. Curtin. 
Jlr. (‘rrms. I take it from your statement, Doctor, that you would 

mther see all drugs designated by the full technical name rather.t&an 
initials; is that correct? 

Jir. %LLER. If you will wrmit me to u.se the term “nonproprietary 
name” instead of “‘full tee mlcal name.” Yes. \ But if YOU mwn the I  .  

chemical name, the comples chemical name, no. 
e’ 

Ve think the use-of 
initials is abominable and dangerous. But this is a terribly complex 
subject. For complex molecule that has a long and diilicult-to-pro- 
noun03 name, that is, the full chemical name, we try to gire a name of 
three, fou:, six syllables which will be the nonproprietary name that 
will be ;wqned to that compound and that alona 

Sir. C~RTLS. The so-&led generic name? 
?rZr. XILLER. The so-called generic name: yes. 
Jlr. Cryns. Wlen a doctor is witin,n a prescription to be filled by 

a druggist, docsu’t he norm:~lly use these initials rather than the fulJ 
generic name? 

lir. ~~J.LER. Too frequently the pharmacist has to exercis his 
porters of gle:sing what the doctor meant. If he is uncertain in any 
reqect he will check back v-it11 the physici:m, and you can @es.s ti 
wh:lt, that $iwa rise to. becnwe the physician thinks that. the phar- 
macist ought to know. be srwrt enough to guess what he meant, and 
so on. 

But the ldq-sicinn should IX more specific, if I were to be allorred 
to criticize him. 

sir. CC-ITIS. Tou cnll ntteJitioJ1 in y-nlr statement to the distinction, 
for esnmple, between DDT and DFP. 

Mr. MIIJXX. Yes. 
JZr. CTRTIS. Humari n:iture bein cf what it is, don’t you think that. 

doctors are r-till roinz lo u=e those Initials when ther write nrescrirr 
tiony, reqrdle>s‘of v’h;lt you people recommend or &at the’lalr rniy 
SnJ- ? 

J!r. JfJ~.r.r:n. If he persi+s irl dic;rc5Irdirl~ what he is taught, he 
m:ly. nut doctors 3J.e geneJ?llly pretty careful to be specific. But 
tllcre ;lre :IIWS in which they nbbrevizte, pnrticulnrl~ in pre.scribing 
tlir biologic315, which haye terrihlr long !inmes. 

I\Tr. CKX~S-. -\nd that is going to contmue? 
Xlr. 1l1r.r.r.~. Th:tt is goiI.lg to continue. 
Jlr. Cr-RTIS. This practice is going to continue in doctors’ prescrip- 

tiofi~:, ~~egrtllt~ss of wh:it w  cnr or do here; isn’t that true? 
;\ir. Jf1LLE.R. Yes. The II.S.P. ws once asked to set up a ,ctandard 

set of abbreri:ltions. ns is done in En+md. The British Pharma- 
ropein has a standard set of :Ibhrerintlons There such would be ap- 
propriate. -tid this 1’~s one of the ,u 9 ggestions that ne recked one 
time. 
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Ve went to the Council on Drugs of theAmerican Jfedical Asso&- 

tion. and you could hardlr imngtne am-thing beina denounced more 
roundly than that stvgesiion was. vT7k went to tEe KIH-the Xa- 
tionnl Institutes of Health--rrhich licenses roducera of the biologi- 
cals. They were nnalterabl~ opposed to t le idea that the U.S.P. f 
should set up standard abbreviations for the biologic&. 

Mr. C~-RTI~;. Khat do you think about it? Don’t, you think it is 
a practical suggestion? 

Mr. MILLER. If I had not. I wouldn’t hare taken time to consider it. 
I felt as you hare indicated a moment ago. doctors are human, and 
tend to be a trifle laz;r in writing prescriptions. 
help tohaTe stnndard abbreviations 

so I felt that it might 

Mr. Cr~nn. It would seem to me that the greatest need for being 
rer? clear in what drug is being described is in the field of writing a 
prescription rather than in an article on the drug or public mention 
of it, in an adrertisement, because there the danger from a mistake is 
much less than it is Then a doctor is saying to a druggist, “This is what 
I want the patient to hare.” 

Mr. MILLER. And he is more likely to be short of time when he is 
writing prescriptions than when he is writing an article for a medical 
journal. 

3fr. C~TIS. That is all. Mr. Chairman. 
TheCHam~fAs. 3fr6~fosa. 
Mr. 1foss. Dr. 3filler, Lou hare apparently two major objections 

to the legislation norm before us. The first, the batch-by-batch 
certification? 

3fr. Jfoss. And then the matter of name designations? 
Jfr..I(frLrza. Yes. I xrouldn’t go so far as to put the two in the 

tion. 
?rfr. MIUXR Yes 
3fr. ?(foss. And the other you suggest a modification to rrhich rrould 

ultimately reach thesame result. 
Mr. MLLXR. I think so, yes. 
3fr. Moss. I can thoroughly understand the latter objection. The 

first one is more difficult. You hare no function in Tour role with the 
T.S. Phnrmncopeia of checking anr of these products once there has 
been an agreed u 

6” 
II standardization? 

Mr. MILLER. ur function is that of proriding purity tests and 
standards: 

JO. Jfoss. Are rou familiar with Dr. John L. Harvey? 
Jfr. MILLER. Yes. 
Jfr. >fwa. In a speech given by him on Au-gust R in San Francisco, 

to the ;2mericnn J3nr -1swcintion. discussing this question of certifics- 
tion, he stated that- 
Batch-by-hatch certifknti~m of all antll~iotlc drugs Is needed because: ta) more 
than nn,~ other droes. antibiotics are the first choice in treatk 1ifHhrestentne 
infevticv conditions. 

-_ 

I think it 1x1s been frquentlg charged that they are too readily 
resorted to in many jnstnnces without proper cwluation of the effect , 
which migllt arise when they would be more critically needed. 
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(b) Most aotlbiotics are produced by complex processes in whlcb both the 
desirable antibiotka and quantities of undesirable byproducts are manufactured. 

Cc) The potency of antibiotics must be determlned by biological asany pro- 
cedures, the interpretation of nhich requires unusual wmpetenco. 

Do you disagree with any of those statements? 
hfr. MILLER. I would not disagree with them, but I would hold that 

theantibiotics are not at all unique in that respect. 
Bfr. ~IOSS. They said “despite the manufacturer’s check.” Well, 

unique in one respect in that more than any other drugs-if you agree 
with his statement-- 

Illr. J~ILIXR. No ; I do not think so. - 
air. Bfoss. You do not think they are resorted to more frequently 

t him any other ? 
So if you awe 
Mr. 3IlLLFX b 

)t that statement as being aecura~ 
n a quantity basis, of course, because about one-t&d 

of the drugs used in terms of rolume are antibiotics, so that you 
cannot deny that. 

hfr. Afoss. He said : 
Despite the manufacturer’s cheek of each batch of antibiotics before sub 

mittiig it for certi5cation. in fiscal pear 1961 samples from over 100 batches 
offered for certidcation- 
we are dealing nom with only the fire? 

Jfr. MIL~R. Yes. 
Mr. Moss. Pl’ot the other 253 
Bfr. Xrnmm. No. 
hIi-. Jfoss (continuing) : 

failed to meet the stnndards set forth III the rWIlatiOI=. 
Mr. MILLER. What v-as the percentage? 
Jfr. 3foss. It doesnot relate it to neroentage. 
31r. QLTUEB. I see. 
3fr. 310s~. He said sam les from over 100 batches offered for cer- 

tification failed to meet t re standards set forth in the regulations. B 
blr. MILLER. 9fr. Harvey has the records. I would not challenge 

that figure at all, but I would offer this, knwring some of the cir- 
cumstances. 

Whether this pertains to the year that he is speaking of, but this used 
to be the practice among the antibiotic producers: 

That when a batch has been finished and their tests had reached a 
stage that they felt reasonably sure that the material was sntisfactory, 
ther dispatched t.he FD,4 sample to Washiwton, so that Washington 
mi ht snwt its testing in order that thw hot% rnimht get done sooner- 

B n many cases, and it used to be prior to-notyong ago-1 should 
not say “many:‘; occasionally, let us say-the producers Kould find in 
completing their tests that in some respects that the batch did not live 
up to the requirements. 

It used to be that they could withdraw that sample and say, “We 
wish to n-ithdraa the application for certification.” 

For some time now. Food and Drug has refused to permit them to 
withdrarr, but has been counting that sample as a rejection. 

As a result, I understand wthin the industry that they are now 
completing all of their tests, such as they would do, in any case, be- 
fore ther put the drug on the market, before sending n sample to the 
Administration. 
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3lt. Jfoss. This would be very current practice? 
Mt. M-KLLEB Yes. 
Mr. Moss. Because it is for the 1961 fiscal year? 
3fr. 31IILLxa. Yes. 
With respect to hoK much there has been, it would be very relevant 

to inquirie m just \vhat respect these 100 samples failed. I would be 
greatly surprised if these were very significant deficiencies. 

Jft. Jioss. Of course, the question is as to the currency of your own 
experience as contrasted to the material developed within the Food 
an-d Drug Administration. 

Jlr. Jlti~. I am ouotine this exuerience- 
,Ilr. 310s~. If we accept the fact that Dr. Harvey is a reliable and 

informed source of information, he cites this as an illustration of the 
need for not only a continuing of the existing practice, but an exten- 
sion of it. 

Xlr. Ximrxu Yes. 
Jlr. 1Zoss. I would assume that he is competent to make such a 

determination. 
Mr. MILLER. He certainly has access to the record. 
What he has not said and indicated, in citing 100 instances, 

rrhether those were material deficiencies, whether they were very seri- 
ous or they simply had a misspelling on a label or something of that 
kind. 

Jfr. floss. Do you think, if they rrere not material instances, that 
from them he rrould conclude that a need existed for a continuation 
of this practice? 

What motivation mi.&t be anti&rated? 
Jlr. 1Ir~r.z~. Jfr. Co&ressman. the Food and Drug Administration 

carries out a very subst&.ial part of its testing 
of fees collected from manufacturers. fees whrc *% 

ro&am on the basis 
are determined bv 

them as being essential. 
Therefore? it somewhat relieves the Food and Drug Administration 

of coming to Congress for appropriations. 
I\fr. Xoss. Well. now, let us esamine that carefully. 
Do you knor this 3s a fact: That it relieves them from 

the Con,ggss for the appropriation 9 
coming to 

There ate many agencies, such 
as the Post Office Deuartment. that collect a lot of fees. 

31r. ?JIUER. Yes.* ’ 
3Ir. 3Ioss. But, Doctor: believe me. they come to us for the au- 

thorization for crew dollar thev exnend. 
3rr. MILLER. I re&e that. - * 
kit-. Jioss. -\nd I doubt very much that this money collected in 

fees goes into some fund esempt from reappropriation by the Con- 
gress. 

?tfr. ?~ITLI.F.R. ?rfay I ask that you check into that before the latter 
part of this week. 

Jfr. 3Iosr;. I will check, certainly, but I vould hate to think that 
\ve are dealing with an agency so unreliable that fees approximnting 
$1 million a Tear, and that, related to its total budget, is rather an in- 
significant Fortion of it-that this bait influences their judgment 
tn give misleading advice and unfounded advice to this Conm. 
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If that were true, Doctor, then I think rre should make a most 
searching inquiry of this operation, because it Kould not be at all 
yes risible. 

P do notlike to see that sort of motivation attributed unless you have 
some basis forso intimating. 

3fr. J~ILLER. I would be the last one in the vorld,.because I have 
so manv good friends in Food and Drw -4dministration. to attribute 
any motives but the best to them, but it% mv understandinr and it is 
the understanding.of the industti- 

I 

Blr. Bfoss. You lust indicated a rather base motivation. 
Blr. BLUER. I rrm indicating that B,ir. Harvey wtnts to make a good 

case for maintaining certification. 
Bfr. Bioss. In ord& to get the the fees ? 
hfr. JAILER. In order to oet the fees. 
Blr. 110s~. Bfr. Chair-n&~1 might observe that is i most amazing 

statement, and does no service to Dr. Harvey. 
Bfi. BLILLER If it is a disservice, I aant to apologize publicly to 

him and to the committee. 
Bfr. Foss. On that basis. then. sir. I note that the Pharmaconoeia 

is supported by trro sources of revenue. I eras not goin 
it, but if we must be so suspect of those xho appear be T 

to me&ion 
ore us aa to 

their motives, what- are yours in this, and what do you derive from the 
sale of sample drugs? 

Efr. XELLER. These are reference standards that are required for the 
carrvine out of the assavs. 

3if. J; iOSB. YeS. - 

JZr. MILLER. And it might be said that x-e Trite into our assays the 
need for standards that one would have to hare. but I can assure vou 
that it is so much trouble for us to put these oudthat that is oertamly 
not the reason they go intothese tests 

Bfr. Jioss. You state here that inasmuch as its sole support is the 
net income from the sale of the USP and from standard samples of 
drugs made available for reference purposes, that I assume that the 
revenue derived from this activity contributes to the support of your 
shop P 

Bfr. Sfmtxa. Yes 
sir. sioss. -4nd does this influence, in any way, anr of the judg- 

ments you make here or the advice you give this eomm&e? 
hfr. ?&LLER. I assure you that it doesnot. 
Mr. Sfoss. nut you think that the personnel of Food and Drug is 

just a little less 
lb-. ~fItJ.ER. _ f; - 

we in motive than you? 

Jfr. Foss. 
o, I 1~ onld not, Bfr. Congressman, n-is11 to impugn- 

I am concerned because you are a former employee. 
Xr. MILLER. Yes. 
Mr. Jfoss. -4nd you are tnlkine about former associates. and it is 

an amazing statement and a disturbing one to me to hear you make it. 
3fr. 3fn.r.na. -fnd. if I am not x-roug, it should be disturbing. 
I hove the recollection one time of 3Zr. Lnrrick having been explxin- 

inp this system before the .‘Lppropriations Committee of either the 
Senate or the House-I suppose it rrould be the House-where it was 
suggesretl that all drug testing be put on a fee basis. 2nd Bfr. I,arrick 
indicated thet that xould put him in a \-my embarrassing position. 
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;\Ir. ;\Zoss. Doctor, I think this matter of xhether an indubry being 
policed should pay tlw cost of the administering of the program is one 
tlrat is not relnted sole1.v to Food and Drug. 

This committee, as you know, has rather R broad jurisdiction, having 
of the C;owrnment, the independent 

aware that it costs a lot & money to 
rewlate telerision and radio. 

Sh. Jhr.m. I am sure it must. 
Jfr. Jloss. There are many who feel that we should impose fees to 

recover all of this cost and perhaps it would be good busmess, but I 
think that whether or not, you show n fine record on fees when you 
ouly produce a 
the one Food m  cr 

iddling $1 million a year in a budget of the size of 
Drug has is really unworthg- 

Jfr. MILLER. -It one time their budget, when this $1 ‘million was 
substantiallv what it is now. their budget eras in the neighborhood of 
$19 to $14 &llion. 

NF. 310s~. It is not too many years ago that the bud et of the XTnited 
States TT~S less than the cost of the interest on the de ?I t at the present 
time. sir. 

Tl;ey all row. 
you xou d 5 not. want me to conclude in this vein of suspicion of 

motj~-es fhnt the objective in the proposed amendment to the section 
5OS or substitution of 50S is in order to continue your I-cry excellent 
:tnd well-renuted nublicntion in business. would rou’! 

N-. ~IIL&R. rbu certainly might n&me that: 
Jlr. 110~s. I do not. 
I think you feel you render a sen-ice and that you are competent 

to render it and there would be no need to du Ii&e. 
.\lr. MILLER. 1 do no like to attribute t iat sort of mOtiratiOn to Y 

people. 
>fr. Ness. I hope you mill not sincerely. 
.\Ir. ~LLER. I rrould not Tant to. 
.\Ir. JZoss. I might add that in your statement you appear to hwe 

an error here. 
I think you are not n-mlting to delete but &her to substitute Ifin- 

Lgu:lge on page li. 
Jlr. MILLER. That nerhans is abetter word. 
.\fr. Ness. What J&I nri &eking here in this proposed amendment, 

then, is to hare the Secretary first exhaust the resources of existing, 
recognized sources before, on his own, tlesikm,?lnting ? name for any 
drl~q. l3ut \-ou feel thnt there is sufficient ]ustific:ttlon for arririnp 
nt simI,lificniion of trrminolo,~ that it should be nchieyed ultimately? 

%-. ?&LLER. l\'e think, yes, that he should we the existing system 
which costs the Go\-ernment nothing; 2 voluuta~ nn$ I ho 

r 
Ire can 

s;ny, clrrnocratic process for arriving at names which IS m-or my, and 
w think w-o&in= real ~11, Gould he used, instend of burdening the 
Food :\nd Drum .\dmini~tmtion n-it11 this business of selecting names. 

;\lr. Nws. Of course. I had nssumed that this would probably be the 
sort of nllc or rezulntion the Serretav would ndopt under the lan- 
wage ns it is in the bill, in order to achieve the final objective of the 
&nplificnt1on of nnmeor t.erminol0g-y. 
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That is all the questions I hare, Mr. Chairman 
The ~HAIRMAS. Thank you very much. 
Mr. MLLLER. Thank gou., again. 
The C~MRXAS. I might advise the committee that we hare four 

other witnesses this afternoon. 
Mr. Fred L. Van Aalst D 
We are rery glad to hare you rrith us, and we xvi11 be glad to hare 

JOIn statement. 

STATEMENT OF Fl?XI) L VAN MIST, CONTROLLEB, FLEUROU RX. 

Mr. VAN AALST. Mr. Chairman, my name is Fred L. ran Aalst. 
I am the controller of Fleuroma, Inc., Sexv Pork We are members 
of the Essential Oil &sociation of the T.S.I., and fully support the 
statement which Till be made before this committee by its president., 
Jfr, Frank F. Dittrich. 

I appear on behalf of my company, in opposition to section 201 of 
H.R. 11581, the factory inspection authority, Khich is the only pro- 
vision in this bill that concerns my cornpan? dmectly. 

Fleuroma, Inc., is in the business of creating, manufacturing, and 
sellin 

-5 
perfume bases, and we have limited ourselves to this highly 

spean lzed field. We do not make or sell any finished cosmetics or 
other consumer product; nothing we make is sold, as such, to the 
public. Our perfume bases are sold to the manufacturers of finished 
cosmetics ; they are our customem 

My corn anv 
oniT all r 

KRS started in 1916 br two partners xvho invested not 
o their savings and monev borrowd from friends, but also 

unique craftsmanship, escellence, hnd esperience into this venture. 
When me started in 1946, in a small garage-type building, we had a 
staff of three. Wren I joined the company, we had 12 people. 
Today we are still small, employing about 80 people; but our sales 
are 110~ in the millions of dollars, and xe ha\-e carred a niche for 
oui-selves in this industy. Ke are highly regarded for our creative 
abiljty, and count most of the largest and best known cosmetic com- 
panies among our customers 

Permit me to emphasize that our work requires creatire ability, 
unique talents, and true artistic qualities-rather than the ap Iication 
of a skill or trade. By selecting and blending scores and o ten hun- P 
dreds of ingredients from among the thou-wnds arailable, each one 
of which Ire must knolv intimately. and after carrring out countless 
esperiments which often stretch‘ox-er periods of-rears, rre finallr 
produce the fncrnnce that xi11 be the heart of -a new nerfum;. 
cologne, or cosmetic preparation, 
lished as n result of this long and 

This blend, Then finally &tab: 

as n formula which goes into our f&s 
ainstaking procedure, is recorded 

Obviously, this formula represent s all of the talent, all of the 
nrtirtic creatirit1, and all of the accumulated experience of Khich 
Ire are posse.ssed. 

Like ever? responsible eitizen, I x-ant to see the welfare and safety 
of rhe publm protected. I here spent most of mr rrorking life in the 
11u~ineC~ of perfume ba.ses. and nniurnllr am in ciose con& n-it11 the 
mnnufncturers of finished perfumes and’cosmetics. Jfr comnnnr i 
;tlone7 during its existence, has sold perfume &es that must ‘hni:e 
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been used in the production of billions of bottles nnd jars and tubea 
of perfume, colowre, creams, and ponders. 
injurg’ or harm o ? 

I know of no cases of 
any kind as the result of the use of perfume bases. 

The factory inspection provision of H.R. 11581, if appljed-as this 
bill now proposes-to. the creators 2nd manufacturers of perfume 
bases, would add nothing to t.he safety of the public. However, the 
inevitable losses which lvould result from the inspection and the con- 
sequent violation of the secrecy of our formulas rrould be a tragic 
bIorr to my company and other companies in our field. 

If v-e believe that a man is entitled to the fruits of his labor; if 
rre believe thnt he is entitled to safeguard his most precious powion; 
and if n-e believe that the laws should protect these rights, then the 
manufacturers of,perfume bases should be esempt from the fadq 
inspection 
nnd right, 

rovislons of H.R. 11581. For the sake of what ii just 

Thank you or the op ortunity to make this statement. 
l!apFenl to yo; to do just that. 

The CHAIRMAX. Than YOU, ?lir. ran ;ialst, foryour statement,and 
certainly vow plea will be given most careful consideration. 

TTe are glad to have your statement. 
JIr. VAX &LGT. Thank you. 
The CI~AIRX~~. Dr. Bernard L. Oser? 

STATEMIDTT OF BERNARD L OSER, PH. D., PRWDRNT AND DIRRG 
TOE, FOOD & DRUG RESEARCH LABORATORIES, &ND w 
OF THE, FOOD AXD DRUG ADMINISTRATION LIAISON COMMITTRR 
OF THE AMERICAN CODNCI’D OF IN-DRfW?-DRR’!t LARORATORIES, 
DTC. 

Jfr. 0s~~. Xr. Chairman and members pf the ~mmittee, my name 
is Bernard L. Oser. I am president and director of the Food & Drug 
Research Laboratories, Inc., Jiaspet.h, h’.Y., an inde ndent eon.&- 
ing, research. and testmg org~nizntlon. I have the onor to address r 
vour committee in my capacity as chairman of the Food and Drug 
:Idministr-ation Liaison Committee of the -4merican Council of Inde- 
pendent Laboratories, Inc., an association of which our laboratories 
are a charter member and of vrhich I xr~ formerly resident. ‘Ihe 
council \vas founded in 1987 and consists of 74 mem Ee r laboratories 
n-ith 171 headquarters and branch laboratories throughout the Nation. 

Of special interest to our members is the proposal to include mn- 
suIting.Inhorntories in the factoy inspectlon provisions of H.R. 11581. 
lt is \rrdeIy held in our, profession, and by many in the industries we 
serve, that such unrestrlded mspectlon as is contemplated rrould s,eu+ 
ouclv compromise. the confidentinl relationshi 
nnd’our clients. r 

existing between us 
It rrould furthermore place nborato9 administra- 

t0r-s in a difficult and embarrnssinz position xvith res ect to their obli- 
gation to guard the propertv and rights of their c rents. P 

Independent consulting Iaborntories are not engaged in the man”- 
facture or sale of foods, drugs, cosmetics. or derrces; they are not 
factories in any commonly accepted sen.% of the term; their stock-in- 
trade js information or advice? and snch laboratorS services as they 
may render incidental thereto include basic and applied research and 
product and process development as well ns analyses and assaya. 
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These analytical services may be related to identit purity, quality, 
or potency and may prolride information for labe mg purposes, but i! 
such services are only R part. and in many cases a minor part, of a 
consulting laboratory’s activities. 

It is pertinent to this discussion to contrast the Food and Drug 
Administration definition of a consulting laboratory lvith that of 
the American Council of Independent Laboratories for an independent 
laboratory which isa- . 
woprictorship, partnership, or corporation which is not afllliated in any umnner 
with eltber a governmental agency or H tnx-favored academic ok research insti- 
tution; or with an outside proprietorship. partnership, corporation, or trade 
ncsociafion in any manner which ma? jeopardize its cnpncitp to conduct tnresti- 
gn tions. render reports, or gire professional council objectively and wthout bias. 

In the FD.1 definition a consulting laboratory is- 
* 1nborator.r which for a fee or other remuneration, performs assays or other 
1nbnmtor.v wrrices for a manufacturer. processor. or componnder who ow~a or 
has under his control an estnbli4nnent which (other tb3n as a consulting Iabora- 
toryj is subject to mspection under this section. 
Bearing in mind that ma?g unirersities, medical schools, hospitals, 
et cetera, regularly or occasIonally perform such services under grants 
from industrial sponsors, it is apparent that the proposed regulation 
can readily be construed to encompass inspection of these institutions 
as Tell as of commerciallp operated laboratories. We cite this not to 
suggest that theT should be excluded if the? render such services, but 
to indicate the extremely broad scope of the proposed extension of 
authority. 

To the best of our lmowled_ne. no member of the American Council 
of Independent Laboratories: ior any other consulting laboratory, 
has ever cl-enied a request on the part of a re resentative of the Food 
and Drug .~dministration to inspect its facl ltles. We haye, in fact, .j? . 

urged surh visitations acid hare welcomed the opportnnitr to displar 
our pli,ysical facilities and equipment. It is regrettable that such 
inritatlons are not more frequently accepted since this would help 
acquaint responsible officials Tit11 the availability of our services to 
both Gel-ernment and industry, for implementing the technical re- 
quirements of the Food, DI-IJ~, and Cosmetic Act. 

TJI te5tiJnoJJy before the l\efauwr committee former Secretary of 
TIenIth, Education. and Welfwe Ribicoff stated that in the X2 months 
ending .1l!qrrlst l!Xl. 193 firms had refused to permit 1 or more phases 
of inspection “needed to make a complete determination of the legalit? 
of come l)hnse of the drqg business.” I might add that he also said: 
‘Wont of the firms Ire lnr;pect rolnntnril~ permit such inspections 
todnv.” 

SO elaboration of the nature or wwce of these refuwls was given 
to permit :i conclwion as to whether or not anr consulting laboratories 
were involvd. However, C: onlmi&oner Larrick has acknowledged 
that “the tlenirnbilit~ of mentionin r” independent laboratories in con- 
nection Kit11 311~ lww Ir,oislnt ioJJ is JJot, so fnr. occaGoned \I$ refusals 
of sucl~ laboratories to permit inspection.*’ -in estremely rare situa- 
tion 11:lc 1~~11 cited ~lJe~,e ;I I;Jlm~rory, 5JJspertrd of wJrtleriJJg dis- 
hit4 wport~, wns .wbqwJtly iJJopc&d 1,~ FD.1 and folmd to he 
unequJp~~fd to perform the phn~mnccnticnl testing ?eryices it pur- 
ported to render. In this instance n conviction was obtained by the 
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Food and Drug -4dministration under the present lax. Iye seriously 
question the generalization implied in testimony before this committee 
that false reDorts given to clients by “some” lab&tories make it neces- 
saw to broaden the esjstinz insnection 1lorer-s of FDA. 

3%us, insofar as the inspe%ionbf faciliiies of consulting laboratories 
is concerned, the need for amended legislation does not, appear to have 
been established, nor is it believed to exist. In saying this, however, 
a distinction must be made betvxn inspection of physical plant and 
equipment, on. the one hand, and records and files, on the other. 

To the extent that the contemplated inspection is unrestricted and 
includes the examination of correspondence files, laboratory note- 
books, and similar records and re )orts, 
scientific or technical qualifications o I! 

or any inquiry into the 
laboratory personnel, the Amer- 

ican Council of Independent Laboratories wishes to register its un- 
alterable op losition to this pr 

h ;T 
osal. Our objection is redicated not 

merely on t e possibility of shing expeditions, to w loch reference Pm 
has been made by other witnesses, but is based on the facts that much 
of the xork of a consulting laboratorS--and, hence, its files, records, 
and so forth-has no direct relationship to pending or proposed admin- 
istrative matters; that services rendered for a specific client may 
relate to research projects or to the derelopment and improvement of 
products which may not come within the scope of the Food, Drug, 
and Cosmetic Act; that such services, and hence records, may relate 
to products or processes not yet subject to patent protection,-or may 
inro1T-e incleaendentlv obtained data conceminir comnetitire rtroducts. 
or they may*relate to perrding or proposed litjation to mhi6h a corn- 
petitor or the Gorernment itself may be a party. These are hut 
exam 

f 
les of the highly confidential nature of the relationship between 

consu tants and clients, a relationship no different from that which 
exists between lawyers and their clients, or betwxn physicians and 
their patients 

d consultj?g laboratov haring custody of secret formulas or other 
confidential Information beelongmg to a client is not in the same 
position as the client with DroDertr rights in such information. The 
consultant should not be e&&ted’to a&ume the responsibility of de- 
ciding what and how much of his client’s information may pro 

r 
rly 

and le~nll~ be released: this should be the nrerornti\-e of the c lent. 
mther‘tlian of the service laboratory. The’ resp&sibility for with: 
holdiyr \vhnt 11~ may 1e~all.y be entitled to withhold should rest on the 
client s shoulders. l.‘nder the proposed amendment a manufacturer 
would be exposed to compulsory disc&we of confidential matters 
under circumstances beyond his control and a consultin laboratory 
entrwted v?th surh confidential data might be 
guarding too zenlouslr its client’s interests. 

crimmal 7 hnble for ? . 

The ultimate obje&ire of scientific inresticntions which a con- 
sulting lnborntorv Is asked to undertake is soinetimes not disclosed 
even to the invesiirntor. rntler these circllmstances it is difficult to 
decide ~~-hnt is pertinent to a food and drug matter and That is not, or 
nljnt is co~t~~ol testing ns distjn~iisl~pd from research. The line of 
demarcation between research and control testing is not SO sharply 
dl3m-n ns to diFtinpli+h one type of record from the other. This iS 
not to deny that whew n rlexr distinrtion does exist, and a request 
is made for specific nnnl~ticnl control data, they should be made avail- 
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inspection powers contemplated under the proposed amendment, is 
neither necessary nor desirable because (i) adequate authority for such 
laboratory inspection as is appropriate to the . y,m-posa yf the Ft 
already exists: (ii) no evidence has been estabhs ed that mspe&on 
under-present la’w has been refused by a consulting laboratory; (iii) 
reasonable limitations hare not been defined mhxh would restrict 
inspection to specified nn$yticnl control data; (iv) no standards or 
criteria for fhe qua!ificatmns of personnel have been established by 
the pertinent scientific or techrncal professions; (v) no protectlon 1s 
:lfforded the consulting Inboratorr against disclosure of wrelerant or 
c*Jnfidenti:ll informati& belongi~& <a a client; and (vi) unrestricted 
insnect ion would imnair the confidential relationshin betmen scientific 
co&ultnnts and their clients to the extent of seribuslv ieopardizinp 
their professional actirities. 

__ - 

The Crr.\mx.\s. Doctor. thank vou rerv much for vour discussion 
of this particular problem; which i think -is the first O&Z we have had 
on the question of consulting-laboratories. 

-in- questions b- members of the committee? 
Thank you I-cry much. 
Mr. 0s~. Thank you. 
Xr. Moss. Mr. Chairman, I ha1u-e no questions, but I wanted to have 

the record reflect the fact. that the fees received by the Food and Drug 
-1dministmtion are, as I suspected. paid into the Treasury and subject 
to the annual appropriation by the appropriate committees of the 
Congress- 

I think that tire tlollbt raised by Dr. Jfiller’s statement as to whether 
or not that was the procedure should be clearly resolved, and I had 
the matter checked with the agency in order to ascertain the truth. 

The Crrar~x~s. Very well. 
We think the record should speak what the facts are. 
Dr. Miles Ii. Robinson? 
Dr. Robinson, you may proceed- 

STATElfEX’i’ OF WLES H. ROBl-NSON, MD. 

DR. Ronrwor. Mr. Chairman and members of the committee, I am 
Miles H. Robinson. a ~rndaats of the Unirersity of Pennsylrania 
Medical School in Philadelphia. and for the last 20 years I hare been 
in the practice of internal medicine in Washington State and in Mary- 
land. with fhe exception of 4 Tears teaching and doino research m  
phyioloc and pharmncolo,p it Vanderbilt Medical S&o01 in Kash- 
rille. Term., and at the UniTersitv of Pennsrlvnnia AIedical School. 

I nm an independent, practic;nz physic& not connected in any 
war +th the drug industry, and I 1~aT-e some facts 14th documenta- 
tion to Fix-e the committee, rrhich I believe are good rasons, among 
others, for passing H.R. 11981. 

The fact that large numbers of children hare been born without 
L~RUS in Exlrope as a rcwlt of taking a tranquilizer drug also approved 
in this countm for testing by the Food and Drug Administration seems 
reason enough to pass l<&islation to strengthen the safety provisions 
of the FD-L 

Yet, there is a deeper significance to this tragedy which should be 
laid before this committee. It is that the people of this Nation are 
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being steadily educated by doctors and the drug industry to take a 
drug wIlenever they feel anxious about anything. They are thus di- 
yerted and distracted from really constructire actions to preserve 
health, and the moral fiber of the country is seriously Keakened. 

:1s Dr. Herbert Ratner, director of public health for Oak Park, Ill., 
Saps: 

l l l n-e must not forget that, with the barbiturates and stlrnulants, the 
tmnouilizers are the most mioused drues in the United States. We conmme 
fantastic quantities of these drugs. Fo; maw- they are used as a panacea to 
SOIW pewma problems; they are practical1.r replacing: the function of tAe citiues 
in stnrimg for a saue and 1, ell ordered Lfe. 

The em hasis is mine. This uotation is from an intervierr printed 
in namnh et form br the Fund P 9 
Cafif., i962, page 3: 

or the Renublic. Inc.. Santa Barbara. A , , 

Dr.Ratner is making the point that the more tranquilizers, the less 

6 
eople are resorting, let us say, to the Bible and the Ten 
ommandments. 
W7nt is our consumption of tranquilizers? I haPe not heard that 

gircn in testimony before the committee. I IX-X able to get T-esterdav 
the dollar -volume for 1958 and the tonnage for 1961. In i958, $2oi) 
million was spent on them; one-fifth of all -%mericans had taken them; 
1 out of 3 prescri 

7 
tions n-ere for tranquilizers; and PO million &nen- 

cans nere taking t lem regularly. 
This is from a clipping from the Baltimore Sun in 1958. reporting a 

speech by the assistant professor of pharmacology at the Gniversity of 
Marylnnd Medical School. 

In 1961. I have not got similar figures: but ;.“OO tons were produced, 
which ~7s 119 tons more than in 19CO. This is just in the United 
States. n77d that reference is from Drug Trade Sew, .iugud 6, 1962, 
page 55. 

Tl7e thalidomide catastrophe is just the part of this iceberg. so to 
sneak ~hicli shoris above the surface. I-nderneath the surface lie 
the pote77tiaI conwqr7ences of runtinued intemperare ingestion of drugs. 
tranquilizer-s, and others. Ke have nox had a strong warning and 
it may be a forturinte thing that rre did not ha\-e to n-ait 20 years as in 
the cnce of cancer from palnting mdi77m on rr3tch duals before we got 
this n-arning, 

W7o is promoti77g the widespread co77sumption of tranquilizers. and 
her do the\- do It! I n-ould 17ke to rend ren brief excerpts from 
typical misleading ndrertiwnents which tile drug industry displays 
to doctors and rrh7ch urge a fantnitic use for drugs. I pipked almost 
all of these adrertivme77ts out of rnr mail n-lrich tame in ‘the lact few 
dars. 

This is a full-page ndrertiwnent on the back corer of tl7e Jfarvland 
State ~Ird~cal .Tournnl for .JIII~ 1962, in vhicl7 a drup called Lilirium, 
“the .Succec.v7r to the tmnquil~zers,” is recommended for a pregnant 
mother n-it17 her fir.5t baby, ~170 imagines tl7nt she ishaving birth pains 
G n7or:ths ahead of time. 

You Kill recall that thalidomide Ras gi\sen in jr7st nlxmt this period. 
earl7 in the pregnancy. 

‘i‘hls r1n1~ is also recommended for “the c 
doom in the frow7 of a nurse.” 

Here is another full-page advertisement 
free medical magazine. 

:urgicnl pntiei7t n-170 *es . 

for T.ihrium in another 
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Jfay I interpolate a  remark in connect ion lvith what hns ~WJJ said 
here about  the -neneric J~:ime for drops. The  renlnrk was made  that 
doctors would ;l’ot like the generic J,~JJJ~; tlJnt tlley would prefer to 
stn 

9  
with the trade name of some drug company they trust. 

would dispute that. 
I think that every conscient ious doctor will be  definitely affected by  

this new ln~, if it goes  into effect; that. he  v-ill then use  the short 
generic name.  
c -is Jir. Niller, of the Tlnited States Pharmacopeia,  told you, there 
are three names.  There is a  brand name.  for esnmple, Thorazine, 
which I am looking at here on  another tranouilizer ndrertisment: 
then there is the generic name.  \rhich happens  to be  chlorpromazine; 
three or four letters more in the \yord; then there is the long chemical 
formula. which takes 2  or 3  inches on  a  page.  

The  new law, ~rhich you are considering here. will give the Food  and  
Drug hdministration, at lea.st under  JJr. Jliller’s amendment ,  s tandby 
power,  if the V.S.P. does  not do  it first, to standardize on  the short 
generic name,  and  I rrnnt to say xrith emphasis that any  doctor who  
41  not xrite three or four mom letters 011 a  prescription is not a  very 
good  doctor. 

He has  to be  careful that his prescriptions mean  That they say. 
He can be  sued for malpractice if they do  not. Both he  and  the 
druggist hare been:  and  ~111  be. sued for malpractice? if anything goes  
wrong. 

-%nd, finally, it is a  reT good  thing for the doctor to get acquainted 
n-ith a  standard name for these drugs which hare so many  duplicate 
trade names.  

Here is another tranquilizer advert ised in another free medical 
magazine.  which comes out in a  newnnner  format. the 3ledical 
Tr ibune for August. 20, 1%X. Here we ilx<-e a  drug called Jiellaril, 
recommended also for Tornen n-it11 emotional symptoms in connect ion 
with childbirth. It is also for- 
tense, nervous patients .seen in cTeryday practice l o l for chronic fatigue. 
invxnia, answtT, and apprehension, yagne digestice disorders. etc. 

This is all stated on  the advert isement. 
I am impressed with that “etc.” It just tapers off into the xide, 

blue yonder  xhere tranquilizers are claimed to be  good  for ererl-thing. 
Here is another tranquilizer ndrert isement, also full page,- in the 

same Jfaryland State Nediral .Journnl for ,July 1962.  It has  a  beauti- 
ful picture of a  happy  family, with the caption- 

Emotional contrnl rqained l l l a family rwtored * * l thnnks to a  doctor 
and “Thorazine” l l l Experience in orer 14 million .Imericans * * l A fun- 
damental drug in bth office and bospital practice. 

Dorm at the bottom it also says: “Posed hy professional models.“ 
They do  not want to give tile doctor the idea that these handsome 
People nere ever sick. perhxpc, or took a  tranquilizer. 

J-et us  stop for a  minute and  inke note that many  of these adrertise- 
mrnts appear  in the official jonrnnl put out by  the State medical SO- 
ciety, v-h~ch is really the local branch of the .1X%, and  this gir-e~ the 
advert isement a  dcfmite drmee of otlicinl sanction, But the connec-  
tion lies deeper  than that.- The  facts are that in practically every 
State in the Union. It is the big drug advert isements vhichconstitute 
the major financial support  for each  State medical society Journal. 

86569-432--33 
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For example, the Maryland State Medical Journal has 54 
rgw pf advertisements in it this month, and they are almost all of t em bjg 

drug adrertisementi. 
Furthermore, about half the income of the AMA itself comes from 

drug adrertisements in &X4-controlled journals. This has been true 
for pm. 

‘I he reference I can gire you on that is from the Journal of the 
American Medical Association itself, volume 140,page 614. 

P similar reference in the. same magazine, 111 the same volume, 

““fi” ?. 
1-S; 

slmllar reference supporting this statement I have made, volume 

?P 
age 12-$6, in 1951, 

111 organized medicine ever stop its narrow-minded preoccupation 
with drugs, far too many of them used precipitantly, displacing sensi- 
ble procedures, maintaining the 

x 
atient in a weak and Ignorant con- 

dition? Does a dog bite the han that feeds it? There is, of purse., 
a monopoly here, a collusion betKeen organized medicine and the d 
industry rrhich strongly suppresses any nonsurgical healing whl 3 
does not de 

Perhaps 
end on drugs. 

P may quote to you a statement by Olirer Wendell Holmes, 
Sr.. the nhvsician father of the Justice Holmes who uxs quoted bv one 
of &e ha*rmaceutical witnesses present before you l&t blondray. 

The ather of the great jurist was an P 
the cod&coverer of the cause of childbe 3 

uallg famous man. He was 
fever, along with Semmel- 

meiss in Europe, a very great man. 
At the time when he was 

this statement before the 3 P 
rofessor of anatom 

assachusetts Medica 9 
at Harvard, hemade 
Society in 1860. 

He said : 
I firmly beliere that If the whole materia medica [that is, OUI drugs] aa now 

uwl could be wnk to the bottom of the sea, it wuld he all the better for man- 
kind-and nil tbe worse for the fishes. 

I do not mean to say I am a therapeutic nihilist, but I would men- 
tion to this committee that our greatest doctors in the past, Hip- 
pocrates, who began first rrith diet and regimen of daily bring, then 
secondly with drugs, and thirdly, if necessary, tith surge 
liam Osler, probably the greatest physician re have ever 3; SIT w+ ad 11) this 
country-a’lisuch rnin were very ciut;ous about drugs, and drugscame 
larcelv second in their thoughts about, rrhnt to do in treatment. 

l?etlus also stop and ask huow freely can the money flow in this deal 
from the drun industrv to organized medicine? ” 

Mr. Biernicer has alreedv &en the fioures I was going to gi-ve 
&on-in,o that the profit rates of the drug industv exceed those o P 

ou 
all 

other &nufactur$ industries in the co&try. - 
I rrould only ad cf that in 1958 the druer industry spent about $750 

million for promotion and Rdwrtising. compared to a total of $200 
million xrhich nas the total amount of money nrailable to all the 
medical schools in this country for their educational program. 

The reference for that statement is the AFL-CIO American Federa- 
tionist for December 1961, page 2 of the reprint. 

In this connection. a member of this committee asked Xr. Beesley, 
president of Eli Lillv & Co., \vhat the relation xas between his re- 
search and his adve&sing expense. Mr. Beesley did not know, but 
page 31 of Senate Report M3, WSth &ngresq, 1st Fe&on, tells us that 
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for 22 leading drug manufacturers in 1!?58, research xvas 6.3 percent 
and selling expenses rrere 24.8 percent of the sales dollar. That 14 they 
spent about four times as much on selling as on research. 

Here is another full-page tranquilizer advertisement in the Mary- 
land State Medical Journal for July 1062. It shows an alert doctor 
and tu-o hands of a woman wringing a handkerchief. The caption is: 

Safe, continons relief of anxiety a6d tension for 32 hours with just one capsnle 
without causing autonomic side reactions and wltboot impairing mental acuity, 
motor control, or no-al beharior. 
Presumably, any of these last bad things may happen with some 
other drug company% tranquilizer. 

Here. is another full-page, big-picture ad in the same -oumal-and 
let me say that from what I have seen this is the case in 6 tate medical 
journals all over the country, not just in 3Iaryland-showing a Toman 
selling hats to a customer, with this caption: 

“How do you feellately, Mrs. K?” 
‘%Wl. Doctor. some customers still ‘eet on m-4 merges’ l l l bot somebow 

ibis doesn’t bother me as much l l l . I-feel bet& now and people seem easier 
~AJ get along with l + l .” 
And below this conrersation- 

This could be ~onr "anxiety patient" OD  trepldone 

Incidentally, let me mention a practical little thing here of interest 
to anyone vhb’rnay hsre a relatice or someone on tranquilizers. 

Here is a caution as to mixing alcohol, that is, drinkiw, with the 
tranquilizer meprobamate, a very common tranquilizer, w  %ich I find 
in the fine print of a big brochure, a big advertising spread, from 
W’peth Pharmaceutical Co., n-hich also reached me this Keek, I think 
on Monday. 

Special care should be t&en to warn patients tal;ig meprobamate that their 
tolerance to alcohol may be loxwred n-ith resultant elowlng oi reaction time and 
impairment of judgment and coordination. 

What I xvonder is, if you are takinp” that stuff, rrhat do you care 
about warnings? Anxiety is gone. 1011 are tranquil. Let’s face it 
and stop this mercenary deception; the fact is, you are doped. 

Here is a full-page ad in Lippincott’s Medical Science for August 
10, 1962, again, a glTe-axray magazine rrhich is jammed with medical 
advertisements, showing a wistful, pretty girl with the caption: 

If .rou don’t ask her about premenstrual tension l l l she mar never know 
tbe relief oi Crcler l l l helps you to return the patlent to untroubled woman- 
hood. 

Cycles contains several cstra bxmses-a diuretic to increase the 
flow of urine. a special componnd to dispel swelling. and mcproba- 
mare. the trnnqiiilizer to “quell tile psyllic tension.n This ,nem is 
mnde :~nd adverticed by Merck & Co. I forgot to quote what happens 
if you do not Five her tile drug: Iier premenstrual tension, which, 
let me VI? p:~rentheticnll~, is a natural concomitant, to some degree, 
in even- norn~nl rromnn. this tension “can alter domestic and social 
beha& * * l complicate other illnesses * * * reduce work attendance 
and inrome.” if you do not give this drug. 

If I may ofTer n therapeutic opinion of my own, the first intelli- 
gent tho@t when anythin g goes wrong with the reproduct,ire system 
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js the diet, just as it is in animals. The question always should be: 
What is that penon eating? -lnd top quality food cuts don-n and 
eliminates these troubles better than anythingelse thereis. 

But that is not the first thought of the drug advertiser, and, I am 
sorrr to say, of the majority of doctors today. 

It-is probably not necessary to give more citations. I have 10 more 
which Came out of the same iournals. of iust about the same caliber. 
Sowe of them tell horr to tike a synth&ic male hormone type of 
thing, one of the exotic creations of synthetic chemistry, and use it 
for emotional and physical exhaustion, sort of a change from being 
t r:mquilized. 

There ate also special new drugs Jo shake u 
P 

the metabolism in 
moit complex manners so that a tennis elbow fee s better. 

.il1 these medications usually constitute unscholarly meddling with 
delicate bodr mechanisms. 

Here is tl; tennis elbow in a full-page adrertisement. 
Jlr. Chairman. it seems to me that the kind of advertisements I hare 

been reading are either exceedinglr childish or degenerate, or both; 
and that a more strict control of drugs and their labeling in adver- 
tisi n is imperatire. 

I?%. 11581 is a step in the riglit direction. X think the efficacy 
phrases should be taken out, as Mr. Rhnnp testified so eloquently, be- 
cause, as has been pointed out by mnng rritnesses, these phrases gire 
great power to one man rrhich ewn R group of men would not be 
wise enoudl to merit, so intricate is the human machinerv. 

There isnerer any question ahout our spectacular drugs. - It is only 
those lrith more subtle action which lvotk onlr under snecial circum- 
stances and conditions, and rre must we cha$ of s&t&g a precedent 
of one man deciding and dictating that a drug is or is not eflicacious 
in the complicated human animal. 

On the other hend. rre can achier-e Ten much the same ends bv a 
much better method.’ 

- < 

For esnmple, the bill would be grentlr strengthened if an amend- 
ment rrete added stipulating that patients must give their written 
cowent before being experimented on nith a nerr drug not approved 
bc the FDA. 

*The public will then know what is going on. just as they know more 
or lec5 what to expect when they sj,gl- the standard hospital operation 
pefmiscion form. Both parties ~-111 Ftop and think a moment, which 
1s lust as it should be. 

Of rnu~e. surh xwitten permission to receive a specific drug Kill act 
as a check on the teTting of nerr drugs, and the pharmaceutical com- 
panies Kill not like that. but that is ]u=t what the public needs now, 
nnd I renture to WJ-, Trill sIrraTs need, in order to hold dorm the 
thoughtless promotion of drugs. 

There will be no appreciable increase of paperwork, if the patient 
signs his name to .+o\r that he has been informed that such and snch 
new dr-11~ n-ill be gil-en to hi?, betawe tlte doctor already has a sheaf 
of forms to fill out and sign himself for each patient to n-horn he gives 
a drug under test. 

Tf a patient is not told that an experimental drug is being us& on 
ktim. that patient is in thedark. 

VuL. 11 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSM-E?IC ACT‘- 
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which accon~ mnies a drug, including its adcer- 
doctor, that 1’ c actor is in the dark. 
is not to dictate any more than can be avoided 

what a man must do;but, rather, to turn on the lighht so that he can see 
\vhat he is doing. 

1ir. Chairman. I have a brief remark to make at the end of my 
1)reparetl test imo;rv in which I would like to respond to a point which 
Lou hare mnde with clear emphasis on two occasions that I knom of, 
.\Iontl:\~ and rod:]?, to the effect that no testimony has been given here 
tb:lt H.R. 11331 would prerent the thalidomide type of accident. . 

I would like to nnswer your remark on that by saying that I believe 
tllis ne\v bill rrould greatly reduce the risk of such an accident for the 
follovring reaxms: 

First, It lengthens the time over which the Food and Drug Adminis- 
tration can COJlSkk!r a new drug; and the deluge of drugs which de- 
scends upon the FDA%, \rhich even Dr. Rlump referred to in his 
te+timonv as :I terrible deluge of drugs, that wou d be reduced. P 

Jiuch iime is required to test a drug. It is amazin how long one 
r-hould study these things :md bon- many animals s louId be used; f 
by slowing 1111 the processthe FD-I can do a better job. 

Secondly. as I understand it, the new hill puts a burden of proof 
rqmn the drug manufacturer to demonstrate that his nerr drug is safe. 

It would not rrceil-e ;~pprornl by default. -1s things stand IIOW, 
nnle~s the FD-1 Tomes up with adrerse evidence Kithin 60 daJs, the 
dr11g is automnticnlly accepted. 

That! again. will slorr up things and gire time for good nor% to be 
done bv the FDA4. 

Thi$lF, the amendment rhich I hare mentioned nbore requiring 
revelatIon to the 
on ;I nev drug ~11 2 

ntient, that he is participating in an esperiment 

scholarlv decision. 
nlso slow up the deluge, and g”e time for a more 

If people knon- that they are taking an ex 
f 

erimentnl 
nbnormnlitv rrhich the natlent erneriences rril 

drug, any 
cause him to reDort 

it, perhaps‘ months aheid. He &&be an intel!igent guinea 
you will, and not nn absolutely helpless, victimized person w fi 

ii, if 
o has 

been given this drug ?s in the thnlidom~de case by some obstretician 
whonever told the patlent n-hatshewasgetting. 

So the <yarning Kould go out far quicker to cut off the supplr to 
other patients of ndangerois drug. 1 

_- I 

For those three reasons. and bv enforcin_n Iabeljne. rrhich is Der- 
haps not so much a 

3 
art 

the rhnnre of a thal~c 
of this hi‘ll, I do belTeye, 3Ir.=(?hnirman, ihat 

amide type of accident. would be greatly reduced. 
We cannot entirelv eliminate accidents in this field, anp more than 

x-e cnn in air tmvei, but we can do much better than we have been 
doing. 

Thank you. Jfr. Chairman, for the privilege of giving you my - 
testimony. 

The C;I.~IRX.~-. Doctor, the question I raised a couple of times was. 
in IKI ~nl-, questioning the f&t that Dr. Kelser h&d done a magi 
nifirient i&. ns has I~rn so well and nr,nroor,ri:ltel\,-recopied. 

The hint thnt I have raised is tfi& &der firesen~ln~, an? such 
tyw 0 ? (Drugs could be denied clexance by the Food and Drug -Id- 
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ministration within the time to act upon it, and then the matter goes 
to a hearing. 

That was the point that I have tried to make. 
I have not at any time indicated that the provisions of this bill 

rrould not give more time for consideration. It may be that 180 days 
would be more sufficient time to make such a determination than 60 
days, but under this provision precisely the same thing is involred, 
except, instead of having 60 days., you have 180 da s. 

You have got to make a decision and then go to 9, 
Are you an 35.D. P 

earing, if necessary. 

Dr. Roarssox. Yes, air, I am. 
The Ca~mm. In nrivate practice? 
Dr. ROBIKS~N. Yes’ * 
Tile CHAIRMAX. You have given the committee an interesting dis- 

cour.se here crhich certainly is a wide variation from anything we 
have had. 

Obriously,it is a thought that should be kept in mind. 
There may be something to what you say. 
I think probabl 

comment on this. 
it might be a good idea to have the drug people 

P- imagine they rrould probably Relcome that o 
tunity? even though I am not suggesting that these hearings P 

por- 
s lould 

go on and on. 
But there is one thing in your statement that, to me, is a rather 

serious accusation, and even if the trend of thought of the American 
people, as you have described here, is questionable in the minds of 
other peo 
collusion EfA 

le, it is a rery serious thing when you say that “There is 
tn-een organized medicine and the drug mdustry.” 

If that be true, I think that some serious consideration should be 
given to it. _1 I simply cannot believe it myself. You are a doctor, and 
I assume cou belono to the American Medical Association, do you not? 

Dr. Ro&sos. I%elonged for many years. 
The C~anuus. 1 assume you belong to your local medical society ? 
Dr. ROBIS-~OS. Oh, yes, I belong to my local, county,, and State 

medical asssiations. Aside from any other reasons, wthout these 
memberships I could not practice in hospitals, obtain standard mal- 
wactice insurance, or participate in Blue Cross or Blue Shield. 

k ‘._ 
But 

dicagree so much with That the A.3f.A. does that by choice I have 
not belonged to the AX,4. in recent years. I am not- alone in that 
respect. for as the Nontgomery County 1fedical Society Bulletin 
points out in its issue of Au,?st 1962, p. 239, “* * * a good many doc- 
tors do not belong to or believe in their own organization” (the 
axA.). 

The CSL~IR3fAx. The doctor is so important to the life of the indi- 
vidual and the family. I suppose the doctor probably is more inti- 
mate rrith family life than perhaps anyone else. And if the medical 
profession is putting itself in the position of being in collusion rrith 
the drug, industry to commercialize on the lives of the .imerican peo- 
ple. that IS a pretty serious charge. 

Dr. ROBIXSON. Yes, sir. 
Xiv I say that some things acquire respectability through age alone, 

and for really many years the dm g industry has contributed large 
sums, one-half the income of the -4K4 comes from the drug com- 
panies-you can find it in the -411-4 financial statement-and, as was 
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said earlier here today by, I think Dr. Miller df the U.S.P., up until 
1055 the AMA made ,wrne effort to control the quality of drug ad- 
rertisements in its journals. 

But in about 1955 the AMA more or less threw in the sponge. It 
was just too much for them. 

So far as the AMA being influenced by drum interests, it is like the 
old story from the South that if you will tell me where a man gets 
his corn pone, I will tell you what his olitics are. 

I think that does apply to the AMA. P t cannot help but be strongly 
influenced by the pharmaceutical industry. 

The C~anuuw. Doctor, I hare nerer come to the belief that the 
intricate lives of the American pea 
that, when you get down to it, the re P- 

le mean so little to physicians 
atlonship is more basically com- 

mercial than it is to do somethmg for humanity. 
Any further questions? 
Mr. ROBFLRTS. Doctor, one t * 

3 
I would like to ask 

HOT easy is it to get some of t 
take Equanil, Jfiltown--+nce a 

e commonly known tranquilizers- 

I mean are most of these re f3 
rescription has been given? 

lable without another prescri tion? 
Dr. ROBIXSOS. I have prescribed a tranquilizer only once., al out 8 

years ago so I am not sure horr careful doctors and drum istj are about 
this nowadays. The chances are.that they are not refi lable without 9 
the doctor’s permission. But he mng phone the druggist, or write 
on his prescription blank, “Do not refill at all,” “Refill once,” “Refill 
three times.” or “Refill as needed,‘: so there is plenty of leeway here. 

Mr. R~WXIX That is all. 
Mr. Mose. Mr. Chairman. 
I Kant to take the opportunity to compliment you, doctor. It is 

to me n very refreshing thin,o to hn\*e an individual come here and 
from a hackground of professIona knoTledge undertake to share with 
the members of this committee his convictions gained from experience, 
and who, I might add, is sufficientlr rrorldl- to mgnize that the 
appearance of a doctor here under these circumstances takes a small 
measure of courage, at least. I think. for your ihterest, demonstrated 
by Tour appearance. that sou are certainly deserving of a degree of 
congntulntlon, and I certamly extend it to you. 

Dr. Ronrssor. Thank you, sir. 
Mr. Chairma? may I say that I agree with you absolutely that 

there is not an orenrhelmmg commercial flavor to the practice of 
medicine. 

There is not. 
.\I1 that I ~3s pointing out is that there is an undue influence from 

the phnrmnceuticnl indust? which has taken us away from our high- 
ect princinles of Hippocrates, Sir Willinm Osler, and Oliver Wendell 
Holmes. nild we hare gone too far in this business of drugs, well shown 
by the ndrerticements v-hich I hare rend. Our predicament is tied 
up with the finnncinl connection betTeen the .UZA and the drug 
industry. 

I should add that those thinp develop so gradually that one drifts 
into it. 

re 1Iave nor pnerntions of doctors rho have been indoctrinated 
too mwh in the rrny of drug therapy: and that sort. of thinc progres- 
sively permentes 2nd colors the situntion imperceptibly n-ithout. any 
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criminal intentions on the part of anyone. I was speaking out against 
that trend. 

The CIIATRMAN. Doctor, I agree with Ztfr. Jfow. It takes a lot of 
courage to do what. you hare done today, and if these thinws are true, 
as I have already said, it is a very serious snxmtion indee a I . notice 
that you have been teaching at \7anderbilt ALedical School in Sash- 
ville, the ‘(University of PennrylranitL Jletlical School and if what 
you haye just said IS true, I think it is certainly a re A e&ion on our 
medicnl institutions in not training our doctors in the proper concept. 
If we ever get to the point in this country +ere xre cannot depend 
on the doctor to protect the lives of the people, then I think you are 
going to find. some real rerolution taking place in the practice of 
medicine, if the 

$ 
eople come to that realization. 

3fr. FRTEDEL. I fr. Chairman ? 
The CHAIRXXN. 3fr. Friedel ? 
Jfr. FRIEDEL. Nay I ask one question ! 
Doctor, have you ever made a written or rerbal protest to the AXA? 
Dr. ROBISOS. Yes, indeed, I hare. 
Lfr. FRIEDEL. Once, twice, many times? When was the Last, time? 
Dr. Ronrssos. Well, sir, it is a long story, but I had a major battle 

rrith the ,%JfA, lawsuit and all the rest., at the tmle when I was out 
in rashin$on State and the .\3t% and Its local societies mere monop- 
olizing medical practice through so-called medical bureaus. 

The .\Jt\ and its State societies were arranging for the local 
doctors actually to ox-n and operate these bureaus ~1~~11 were, in fact, 
simple commercial insurance companies. a \-et-y radical derelopment 
that took place in a State, Washington State, which at that time was 
quite radical in its welfare programs. 

The State nearly n-exit bankrupt in givearrays in medical care. 
So I had quite a battle with them out there because I observed that 

the wsteni of doctors eni])lo~itlp themaelws in mcdir31 insurance com- 
panies vas leading to drca-y in the profession. .4 nd so I hare 
been vex-F much in opposition to the XJf-1 beginning about 10 years 
ago. 

3fr. FRIEDEL. That is all. 
.The Cn.~mx~s. Doctor. thank you rery much for Four presenta- 

tion. 
Dr. Rr~nrrsos. Thank you, sir. 
(The supplemental statement of Dr. 3files H. Robinson follows:) 

SK-PPLE~UESTAL Sra~~l\rnr OF J~ILES H. Roms-sox, X.D. IX SCPPORT OF H.R 
11231, ACGK-6T 23.1962 

Mr. Chairman and memhern of the comntittce. a feF drip after I hrd tbe 
privilege of appearing before ?oo on Auglst _ “2. the Saturday ReTiew of Litera- 
ture. issue of Selitemher 1. IRI;1. was publiybed. It contain’; R remarkable 
ortirle hr the vience editor wth rnnu~ new facts bearing on the drug situation 
which I bclieTe the committee would find weful to hare at hand as it weighs the 
pranisinns f,f N.R 11X% 

For cxnrl,l4e, the nrtitle cites from the tiles of OUT Food nod Drug Adminis- 
tration caw’ of concenlmrnt for as long as .Z gears by drug wmpanies of deaths 
mused br various new clrngs (p 40). It rrwnls the FDA figure of 19.822 
Anw‘ricnw nbo took tbe trnnquilizer. thalidnmicle Cr, 35). It rlescribe~ bow V.S. 
Food and Dru:: Commiwoner Lnrrick naitrd for G months and a public uproar 
before ccodiug out bis acents to round up nbat remained of ~lerrelt’s erpri- 
mental ~111s ID physicians’ offices throughout the country. Germany bad taken 
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thnlldamlde off the market 6 months brfore Mr. Larrfck acted, as 80011 as that 
country ronflrmed the drug’s complidty In birth of malformed bablee. 

The thaiidamide story n-hi& baa appeared tu the prers in necessarily scat- 
tered form aa the details dewloped. is cbronologlcally and adequately sum- 
mariwxl In the SaturdapRerlew article. 

The whole picture of drug experimentation and promotion ls brought lnt0 
sharp focus, and further supports the teHimonp rrblch I gare to the committee. 
For these reasons. I earnestly hope tbat you will Include thle article, in full, as 
part ‘of my  supplemental stntement. If this cannot he done, I hope that the 
ercerpts n-hich I hate marked cau be included. 

Enclosed is a copy of the magazine in question.’ 
The CHMRMAS.  Mr. Clinton R. Jfiller, who will be the !%mI V&IS 
Mr. Miller, you’ may proceed. 

STATEMENT OF CLINTOl’? R. MILLER, ASSISTANT ‘TO THE PRESI- 
DENT OFTHEI?ATIONALHEALTH FEDERATION; ACCOMPANKED 
BYCEARLESORLANDOPRATT,ATTO~Y 
Mr. MILLER. Thank you, Jfr. Chairman. 
I am accompanied toda by the legal counsel of the Rational Health 

Federnfion. Mr. Charles d rlando Pratt. 
Mr. Chairman, for the record, I am Clinton R. Xiller, assistant to 

the president of the National Health Federation. Our main office 
is 709 Mission Street, San Francisco, Calif. Our TTashington ofice 
is at 1012 14th Street XV., Washington, D.C. 

The Sational Health Federation is a rapidly growing national or- 
aanization,.composed of thousands of members who believe in free- 
2 fl om o c loIce in matters of health where the exercise of that freedom 
does not endanger the health or safety of another, and thereby deny 
him an equal freedom. 

In matters of health, the professional and commercial interests in- 
colred hare been well oqamzed for many years. The Pharmaceutical 
Manufacturers -1ssociatlon and the Xmerican Medical Association 
hare represented their members’ commercial interests extremely well, 
as evidenced br the profits of tlv former. and the ton nrofessional 
income ositioi of the latter. Where this position h& been gained 
rrithin t le framerrork of freedom and fair competition, rre applaud P 
and support their success. To the extent, hoverer, that it has been 
gained as a monopoly, br suppressing freedom of choice, information, 
and competition, we condemn and oppose them. 

In the present bill ve find ourselres in both roles. We support their 
reasonable requests for certain Inngu?ge changes in the bill which 
rrould prevent giving- unlimited, arbitrary porrers to Gorernment. 
One Dr. Henry Welch 1s ~KKJ many. 

We, on the other hnn$ point out that the dJL\ has been found 
guilty in the past of a criminal conspiracy to monopolize the healing 
arts. If the drup industry is guilty to&g of monopojy control, then 
they should be prosecuted under the lnris that forbld trusts. The 
lnvs presently on the books are ade uate forthat. 

In matters concerning their hen th. the nrernge -American has not 1 
been .so meI1 organized and repre.sented as the commercial interests. 
Consequently, he has had yerv llttle protection from certain monopolis- 
tic forces in the field of health rchlch hare run rampant in America 
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for many years. The National Health Federation was formed to till 
this need. While no two people in ,\merica have identical beliefs m  
respect to the best approach to health, they all have one belief in 
common, and this is that every pemon should have the right of freedom 
of choice in what is done to his body. We weigh all proposed legiala- 
tion on this scale, and believe that freedom of choice for the we& 
informed individual is the safest, fairest, and wisest position that a 
lawmaker can take. , 

XEDICAL. EXPERIXESTATIOS WITH DRGGB WITHOGT PATI IEXP% KNOWL- 

EDGE OR COSGWT 

We rrish to focus the committee’s attention on n-hat we feel is the 
most glaring loophole in our present law: the absolute lack of any 
effective control of inrestigational drug experimentation on inrohm- 
tary human guinea igs. 
hare been, and are L 

The fact is dawning on Americans that they 
mg, subjected to extremely hazardous and dan- 
riments on their bodies without their knoll- fy$m;;;;;. yf? . . 

hi&y. 
his IS mcreasing on a vast scale, unprecedented in 

Furthermore, there is nothing in the instant bill. H.R. 11581, to 

recoE?=e* f 
rerent, or correct this specific situation. Xo 

I? 
rson should 

. be denied t le right to know that he is participating as a urnan. guinea 
pig in a medical e.speriment, and that he is takmg an erpernnental 
drugtith unkno~msideeffecta 

THE PROPOSED Sdl’IOXdL HIZALTH FEDWTIOS AXESDXEXT 

We respectfully urge that a nev section be added under title I, 
part -1. We suggest that it contain the following: 

XOTIRCATDJJ OF IJ[PEUIUEXTAL DBOG IZ6E 

The follovcing statement must be signed by a doctor’s patient. or the patient’s 
legal guardian, before he may be giren a new, experimental drug: 

I have &en adrised thot _-____-_-_, an er~rimental new drug. 88 yet nn- 
approred b.r the Food and Drug Administration. is to be ndminlstered to me 
for the ~mrpwcs of testing its usefulness safety, and/or possible harmful side 
effects. Signed by the patient or the patient’s legal guardian. 

The Wnshin,nfon Post of Sunday, ,\ugust 19, 19662, carried the fol- 
Ion-ing informatlon: 

The FDA surrexed the lnrestigational ose of thalidomide in tbe United 
States. finding that, as of August 8. 3,3?2 women of childbearing age were 
I;nown to have rcceired the drug. 

This points out the unlimited right to esperiment on humans without - 
their Imowledgeor consent. 

Here are some hard-to-believe facts: 
1. Americans will soon know that under the present and proposed 

Ian-, there is no limit as to how long one can inrestigate with a new 
drug. 

2. T’nder the present and proposed law, there is no requirement 
that the doctor even tell a patient that he is being used as an involun- 
tar? human guinea pig. - 

3. I-rider the preeent and proposed new law. there nre no Fed- 
eral requirementcand I will lyeat this-there are no Federal re- 
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qnirements that a doctor keep a record of any patient who receives 
in es erimental drug. 

- - 

4. E lnder the oresent and Dronosed law. there is nothing that DE- 
\-ems a doctor from chargi’ng*a patient‘ for a new, es-&rime&al 
drug. 

5. Under the present and roposed law, there is nothing to pre- 
vent the drug company from c argmg the doctor for the experimental K . 
drug. 

6. Under the present law, there is nothing to prohibit. a dru cDm- 
pany.from changing to some degree the formula of thalidoml e, and -b: 
startmg all over again as an esperimental di-u 
Indeed. there is evidence that this is happening t o$ 

under a new name. 
ay. 

7. Finally, where R drug company and a doctor may both charge 
for an experimental drug giren to an involuntary human guinea pw, 
n-here they do not have to notify any governmental agency of their 
intent to start testing, or of the failure of any such tests, and where 
theI% is no limit to the number or length or estent of such tests, we 
ha\-e a loophole in which these commercial interests can operate busi- 
neSs as usual n-ithout the knowledge, control, or consent of either a 
patient or his government. 

The ,rrreat uneasiness in America todav is because at the same time 
tlrat &are .$-ing medals to FDA offic”ials for keeping an untested 
drw off the market. the hard and stubborn fact remains that for all 
lx~~ticnl pnq)oses the drug eras on the market in this countl-y, and 
was given to thousa:lds and thousands of unsuspecting Americans 
without their knon-ledoe or consent. 

The Sntionnl Heal& Federation amendment rrould at least require 
th;rt rhk fe<ting b done -4th the lnorrledge and consent of the mdi- 
vitlwls being wed in the esperiment. This is the very minimum 
that Americans can expect. 

The Surembwg war trials did not challenge the matter of testing 
with human Frlinen pigs. It did emphasize and establish that volun- 
f:lrv consent is the first prerequisite for human experimentation. 

V-hen convicts or political prisoners are used in ;imerica for human 
csl)erimentntion, it is done n-it11 their consent, and they ma7 xvithdraw 
from the experiment at nnv time they choose. 
lw a fiorded the rest of Amekiea. 

This same right should 

To prwerve the time of this committee, the balance of the Kational 
Health Federation testimony 41 be submitted in our w-&ten state- 
merit . 

Thank vou. 
The Cl;.aIRJMS. Very n-elk 
Tou may submit the additional information for the record. 
(The ctntement referred to is as follows:) 

In my  stofement before the committee, I mentioned the Xllrrmberg w3r trhls. 
and the rules that were set down ns B  result of the triala. concerning human 
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medlcal erperlmentntions. The Trlboonl’a judgment, rendered Augnst 19, 1947, 
cd tbe Suremberg medical trial gave the following judgment on: 

‘.The greatest weight of evidence before us is to the effect that certain types 
of medicnl experiments on human beings, when kept within reasonably aell- 
defined hounds, conform to the ethics of the medical profession generally. The 
protagonists of the prnctire of human experimentation justify their Hen-6 on the 
basis that such exneriments rield results for the Kood of sodeW that are nnnro- 
curable bp other methods 0; means of study. Ail agree, bowirer. that ce&ln 
basic principles must be obserwd in order to satis@ moral, ethical, and legal 
concept.8 : 

“Suremherg role 30. I. The dun tory rimam t 01 rhe h~tnon auajleci is aaro- 
lttfcl~~ rascnliol. [Emphasis ours.) This means that the person in~olred 6honld 
hnre legal capacity to give cowent; should be -;o situated as to he able to exercise 
free power of choice, without the intervention of any element of force, fraud. 
deceit. duress. orerrencbinp. or other ulterior form of constraint or coercion: 
and should bare sufficient knowledge and comprehencion of the elements of the 
mhject matter inrolred as to enable him to mnke an understanding and enlight- 
ened de.ision. The latter element requires that before the acceptance of an 
affirmative decision bg the ewrimental subject there should be made known to 
him tbe nature. duration, and purpose of the esperiment : the method and means 
br Khich it is to he conducted : all inconreniencw and baxards reasonably to be 
expected; and the effects upon his health or person which may possibly come 
from his participation in the experiment 

“The duty and respnsibil!ty for a,wertaining the quality of the consent resta 
upon earb indkidual -ho inlhates. directs, or engages in the experiment. It is 
a perwnal duty and responsibilit? which may not be delegated to another with 
impunSQ. 

“Suremberg rule So. 2. ‘IBe experjment should be such as to yield fruJtful 
recults for the good of society, unprocurable by other methods or means of study, 
sod not random and nnnecessa~ in nature. 

“Suremherg nlle So. 3. The experiment sbotid be so designed and based on 
the rwults of animal experimentation and a knoTledge of the natnral histov of 
the disease or other problem under study lhat the anticiwted result will justii 
the performance of the esperiment 

“Snrembera rule Xo. 4. The exneriment should be so conducted aa to arold 
all unneces~~~ physical and mcntaisnffering and injury. 

“Xuremberg rule So. 5. So experiment should be conduct& There there is an 
a printi reason to heliere tbat death or dimbling injuT till occur: except. per- 
hop’. in those experiments where the emrimental pbpsicians also serve aa 
subjects. 

“Sur~mberp rule So. 6. The degree of risk to be taken should never exceed 
lbat determined b.r tbe human importance of the problem to be solred by the 
esperiment 

“Suremkwrg rule So. 7. Proper preparations should be made and adequate 
farjlities proTided to protect the experimental subject against eren remote pus.+ 
hilities of injury. disabiliw, or death. 

“Swrmherg rule So. S. The expcrinwnt should be conducted only bp &en- 
titicsllr qualified persons. The highest degree of skill and care should be re 
quired &rough all stages of tbe experiment of those abo conduct or engage fn 
the experiment 

“Suremberg rule So. 9. During the course af the experiment tbe human sub- 
ject should be at libertg to bring tbe exprient to an end if he bar reached the 
phpicnl or mental state where continuation of the experiment seems to blm to 
be inqwssible. 

“Suremherg rule So 10. During the course of the experiment the sclentirts In 
rbnrpe mwt de prepared to terminnte the es~rimcnt at-any stsge. if he has prob. 
ahle rsuce to heliere. in the exercise of rood faith, superior skill. and carefnl 
jodrment required of him thnt R mntlnuation of the er~riment Is llkely to 
rewlt In injury, dirahille or death to the experimental subject” 

.t ralunhle reference book on the iwtnnt ruhject is. “Erpwlmentation in 
XIII.” 1)~ deny Fi. newher. 3f.n. It iq published bc Charles C. Thomas. 301- 
327 E:n+t. Sprinefield. Ill. The Lihmv of CDIIPWW Cotslop (3rd Xo. 1s 5% 
IIoRi. The Sntinnal Mdicnl Cibmry call So. ifi. W50 R414e. 1954. 
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The Satlonal Health Federation amendment has only included part of the 
Suremberg Rule So. 1. “The roluntary consent of the human subject 1s abso- 
lutely es.sentIal.” There were 23 defendants in the h’nremberg 3ledid War 
Trials. Fifteen were fbund guiltp. Seven were banged. Four of the seven 
were physicians. It WBS freely ndmitted that In America there were human 
medical experiments similar to those of the accused war criminals but they 
were all performed with the consent of the human guinea pig. It was the 
iallure to get voluntary consent that made the act of human medical experi- 
mentation criminal. The National Health Federation would like to see the 
10 Xuremberg rules established as the standard to govern all human esperk 
mentatlon 

In a press release for Thursday. August 23, 1982, the Food and Drug Admh- 
istration disclosed some shocking aspects of the present uncontrolled status of er- 
perimentnl drugs in America. The Pollowing quotes are from this press release 
by FDA o&era Janssen and Brooks : 

“Thalidomide xvas never approved for sale in this country, bnt under the law 
the manufacturer could distribute thalidomide tablets to doctors for clinical I&- 
Testigation. On this basis, the FDA survey shows more than 2,500,ooO tablets 
were distributed to 1,267 doctora” 

CLISICAL 1SVEsr16~T10N TXTHOUT BECOBDB 

Lest any Congressman assume that the fancy words, “clinical inrestigatlon” 
imply a tight, safe, scientific. well-controlled and documented use of potential 
deforming or lethal druzs. consider the follovinz from the same press release: 

“FDA &sclosed that 4id out of 1.168 doctors inkviewed by its ihspectors had 
at tbat time made no effort to contact patients to mbom they had giv& the drng. 
Many of the 410 felt it eras not necessary because of the time lapse, or they had 
no recortls to indicate rrbich of their oatieuts bad receired the druz. 

For emphasis. we shall repeat tbat insr s:n:rment---“or they bad no records to 
indicate which of their patients bad received the drug.” Is this the picture that 
xns p:linted h.r winles*es for the I~barmnceuticnl Manufacturers Assoclatlon to 
nwnrhers of this committee? Indeed not. Couzider that over one-third of these 
“clinical inrestigators” either bad no records, or bad made no effort to contact. 
pntients. Would it be an improper function of Government to ask that the list 
of the- 410 doctors be made public to protect tbeir unsuspecting patienta? 

60 TlIIB 'bISICAL IsvE6rICArIo~"l 

Further incredible disclosure of the method of “clinical investigation” is ln 
the followiuc l~~racrnnhs from the same mess release: 

“;\ doctor in Knncac City. 3In., gav 170 tablets to a male patient who passed 
.=ome of them on to his mnrried clnugbter. She took the drug during the early 
~fazes of pre~nnnc.r and is due to delirrr by October IQGZ. The case is being 
follon-ed up.” 

FEATHEMIS A  RWBICAKE 

For tizhtuecs of scientific control. this disclosure 1s bard to beat (also from 
t lw same press relen.se) : 

“Six doctors do!rnted supplies of thalidomide to religious groups for charitable 
dicrrilmrion ovcr~ns and nre unable to trace the present location of these 
druzs.” 

The FD.\ pr~cs release continues: 
“Rwvds furnished hr the firms show thnt 2.528,412 thalidomide tablets were 

di~lrillute(l to doctors for inl-cx~iznlion:~l use. Thrr y-nrird in stren,-th IquantStF 
of the ncTlrc i*l3vllrtit) from 1255 to 200 mill izr3ms. Lesser quantities of 
li~lni~ls :lnri po\\1ler5 cnrjrnillin x the druz vere nlco distributed. 

“?l~~re rh:~n :J) rpcrrrnt of 1he doctors intervieKrd had no rword of the qusn- 
firi<,< rc*rurnr.fl r*r tlr~tro~etl lmrsunot to the mnnufnrrurer’s Instructions. Them 
1~ 110 ~~rrv ctf l.,,owr,r~ the ol~otr~rfn acrvolly rcfrtrnca or destroued, FDA said. 
[Elll]hlsls o,,r*.] 

“Nest of the tlortor-inr~ct1Fator.s said that they hnd received the mannfac 
turc+s ndricr in Xnrrh 19(32 to Ftnp ucinp the d&p, but ‘8!j said they were not 
n-nrnrrl of ndv-rr-.e renctions rind 42 cnid tbec did not p-et any messsage from the 
mnoufnrturer. The notice to discontinue wns giren hy letters, with f~llownp 
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phone calls and r2sir.s by detail men beginning in March and continuing through 
July lf(R2 

“Doctors intemiesed reported that 19X2 patients had received thalidomide. 
Of these. 3,i60 were women of childbearing age, of whom 624 were reported a8 
p?gtlW.lt dccordinp lo the doctor8 [emphasis ours]. most of tbe pregnant 
patkilts got the drug in Lbe last trimester of prewaocg or just prior to delirery. 
There are reports of 21 yeomen n-ho hare not delirered. Three of these are re 
rvxted to hare rewired the drug in early preguaocy. 

-Three craws of abnormalities bare been reported fu oQspriog patieuta abo 
tac+k thalidomide distributed in the Cnited States, FDAsaid. ’ l * 

“When asked if rbey bad signed a statement 0x1 their qualt8catious. required 
t4.r FDA regulations IO be obtaiuetl by the manufacturer, 640 doctors stated they 
bad piged such statemeuts but 34; said tber bad not Others said they could not 
remember or did not anm-er the question.” 

The rrieae closes by updating figures in tbe August 7, 1962, progress report 
on FD.%‘s sumey of the investigational us@ of thalidomide in the VJnited States. 

Aw. 7 
I I 

Aus. 21 

I I 

There is no explanation offered as tn why an iucrease of l?& in doctors I-+ 
porting should increase by 300 percent the number of pregnant women reported 
to hare recMved tbe drug. 

One has the uncomfortable feeling in reading these reporta that someone Is 
trying to keepa lid OD something. 

In ~ununary. no person should be denied the right to linow that be is par- 
ticipating as a human guinea pig in a medical eweriment, and that he is taking 
au ezperimenti1 drug with unknown side effects. We respectfully urge thla 
committee to amend H.R. 115Sl to include this safeguard. 

The CHURX~S. Any questions, Mr. Friedel? 
Nr. FRII~EL. At the proper time I probably wdi propose an amend- 

ment to the committee. 
>Ir. ~~XLLER. Thank you very much. 
The CHAIRMAS.  -lir. Jfoss? 
Jfr. Foss. I hare no questions, Jlr. Chairman. 
I might state that. in general, I a,Fee rrith the proposal that there 

should be some n,gement on the part of a patient before they are sub- 
jected to some of these rery radical new compounds. 

;\fr. JIILLER. Thank IOU, 3fr. ?ifoss. 
The CHAIR~~AX. Thank JO:, 7%. Zller. 
This will conclude the hearings for today. 
The committee Till acljourn until 10 o’clock in the morning. 
(Khereupon, at 4 50 p.m., the hearing was adjourned, to rwxnrene 

:~t 10 a.m., Thursday, August 23,1962.) 
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TWRSDAY, AUGUST 23, 1262 

HOUSE OF REPFCESENTATIVES, 
C~M~TEE ON ISTERSTATE AFCV FOFLEIGN Comq 

Wadington, D.C. 
The committee met, pursuant to recess, at lo:15 a.m., in room 1% 

?r’ew House Office Building, Hon. Oren Harris (chairman of the 
, committee) presidin 

The Cmas. 8 he committee will come to order. 
Yesterday Mr. Benjamin G. Habberton testified, and, in response to 

a question, he discussed the extent of the interest of the dairy indus- 
try and its products in the factory inspection provision of this bill. 

This morning I have a letter from Mr. Habberton which he feels 
would be further responsire to the question raised at that time. 

Therefore, the letter fill he included in the record at the apprv- 
priate place. 

-- 

B ‘cn;3h!erton on D. 456.1 
e e er referred to KLS inserted following the testimony of Mr. 

. . 
The CHAIRXAS. F’or the’ record 

e 
Mr. 

Delawanna, 321 II’&, 44th Street 
R. E. Horsey, of Giraudan 

, i err 
at this point. 

York, may include a statement 

(The statement referred to is as follows:) 
STATEXMT o? BOBE~T E. HOESEY o? GIVAUDAR--DELAWAKK~ Inc.. 

ox ax 11581 
I am Robert E. Homey, rice president of Giraudan-Delawanna, Inc. whose 

erecutire 035~~s are located in Sea York City. I hare been employed by this 
company for the past 20 gears. This company is a wholly ovwwd sobsidiau of 
the Giraudan Corp. These companies are incorporated in the State of Kew 
Jersey. Our plant is located in Clifton, X.J.. and in our Sew York City location 
we maintain onr perfume laboratories. 

My presence here Is to wice our opposition to only the strengthening of factory 
inspection authority prorision (section 201) of this bilL 

\Te objet to this increased inl;Iyxtion authority because, if enacted, it would 
Jeopardize the wry foundation of our business, namely the trade secrets ahlch 
include our raluable formulas for perfume bases and unique processes for mann- 
facturing perfume materials. 

To undeEtand why these trade secrets are such a raluable asset, it fs necessary 
to erplaln our compan~‘s activity and its role within the fragrance 1ndnsVY 
and its relationship to the cosmetic industry. 

Our comlmnles are engaged in the manufacture and sale of perfume matPrials 
and comwsitions made from nerfume materials which. for the nurwse of this 
statemen;. rre shall call perfume bases. These perfume material; and bases are 
sold to manufacturers of perfumes, colognes. cosmetla. soaps, and many other 
consumer ],roducts. Our compaoles were established in the UnIted Sulks Ln 
1924. Prior to this time Giraudan products were imported into the United St~+tes 
and, therefore, hate been supplied for these uses since the early 1900’s. 

During the past 3 years the scope of our opratlon has groan from a m,odcSt 
SO tn 500 employees and the plant TaIue lncreaced by twentyfold. we manu- 
facture approximately 500 different perfume ram materials, and currently supply 
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sereral thousand different perfume bases to the cosmetic and other consumer 
products manufacturers. 

At the outset, I would hke to emphasize that we sell only to manufacturers, 
and our problems are not the same as tb0-w of the cosmetic ladnstrg. There- 
fore, n-e do not b&eve n-e should be subjected to the same regulation. 

Gi~‘aud:rn initially entered the perPume industry by pioneering in preparing 
synthetically some of the constituents found in the odorour+ oila of plants and 
flowers. This C’Bme about from research into the constituenta of natural prod- 
ucts, synthesizing them in the laboratory. and 5nally developing I~~~?ssea which 
could produc?. economically, commercial quaotitiea. 

It x~as quite a logical step to try to use these synthetically prepared materials 
to duplicate the elusive fragrance of the natural flower oils. Through the 
imaginatire, creative, nnd artistic ability of our perfumers, we were successful 
in combining synthetic and natural substances into redolent creations. 1fany 
other origmal creations are produced each year. 

The sale of these perfume bases constitutes a large part of our sales rolume. 
An appreciable number of them hat-e been sold continuously since the earliest 
days of cur business. In spite of all the modern scientific tools, they have de5ed 
duplication by others. Obriously, access to formulations rrould mnke the task of 
duplication a simple one and, for this reason, we have, within OUT COmPanY, an 
elaborate security system shereby only a few responsible individuals have 
knowledge of the complete composition. 

Equal11 importint and Qaluable are the many unique processes deQelOped ti 
make perfume raxv materials. The chemistry involved ia fairly well knoWJ& 
but to produce, synthetically, perfume materials which have floe Odor Wall@ 
is not so simple. The fine quality and unitormity of the ones n-e produce am 
dependent on the procx!ssiog skills and processes we have developed Over tie 
*rears. 

In relation to the cosmetic and other consumer product manufacturers, I am 
sure you can appreciate that the public acceptance Of their products IS greatly 
influenced br the fracrance. The frwrrance in many cases la as ralnable as 
cbcir trnde&ked b&d names. For this reason, manufacturers are also 
nusious to preserre the secrecy of tbe fragrance for they hare many dollars 
invested in these raluable franchises. Consequently, there is a great con- 
fidential business relationship between the fragrance supplier and customer. 

The factory inspection (sec. 201 of H R. 115Sl) baa been Proposed ta better 
protect the public health. We, too, have a keen interest in Protecting the 
public health, but we know of no evidence which indicates that Perfume 
rav materials or perfume bases are endangering it. Xeitber can we under- 
ctand hole the public health could be better protected by broadening the iaCtorS 
inspection. 

So arguments hare bun presented by the administrative agency provIm that 
the present legal procedures for compelling disclosure of iniormation in r&l- 
tion to a riolatfon are inadequate. 

Xl-e cannot see horr the unlimited examination of our DrDCeSsea and formulaa 
CR” better protect the public health, but we can fores& the potential damage 
to our business when any inspector nould have the right during any Inspxtlon. 
routine or otherwise, to copy and take vjfb him any or all our trade secrets, 
inrludinz formulas. DrOcesses. and coddential business relation&km. 

ITe. bnTe bad to &al with the security problem of our formulas ana processes 
.smce the inception of our company. For this reason Fe cannot treat lightly 
or rule out the possible fnadrertent disclosure or deliberate misuse of cou- 
fidentinl information by FDA inspectors. This is not an accusaiioo of the FDA 
personnel, but over a period of SearS we could be subjected to a signiflcant 
number of Inspectors &ho may & may not remain In the employment of the 
wency. We do know that the danger of leakage of wnf)dential matters Is in 
dirwt proportion to the number of indirlduals possessing such knowledge. 

If rhe administmtlre ngency deems it necessary to strengthen the factnry 
in~l+ec~ion authority for the control of safe drugs. we cannot agree this ia a 
reason for extending it to other industrlea. We do not know the problems of the 
drue industry, but ae are certain greater inspectIon of our estabUsbment la 
not nwe-nrr. In fact, to the best of our knowledge, no need has been shown 
for increased iwpection privileges or tbat the present Inspection authority is 
Inadequate ln prerentlng the mlsbranding and adulterntlon of coametJca. 

In twhnlf of our company and others in the fragrance industq, we urge the 
committee to tire rareful considetetlon to our unosual dependence on pro-g 
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our trade secrets and the irreparable harm we would sfler through tbek log 
me stroogly recommend tbnt section 201 in H.R. 11581 be limited to drugs, 
s*nCe that is the main scow of the bill. If, for some reawn not obvious to 
W  this 1s not feasible. then we recommend a revision of sectlon 201 be made 
wbkb would exempt perfumes and fragrances from this broad factory inspec 
thn authority. 

The CHA~WAN. It is expected that the hearings on this proposed bill 
will conclude perhaps today, if not tomorrow. We have a number of 
witnesses yet to be heard, and me will undertake to get to them during 
the day. 

If the witnesses and the members of the committee will keep this in 
mind, I think it can be concluded toda 

At the conclusion of these witnesses t e record will be kept open for f 
a period of 5 days, and under the usual procedure the committee will 
receive any additional statements that anyone might desire to fila 
All statements pertinent to this proposed legislation n-ill be received 
during that period. 

The first Fitness this morning will be Mr. Phili F. Jehle, Wash- 
ington representative and associate general counse of the National P 
Association of Retail Druggists. 

Mr. Jehle? 

STATENENT OF PHILIP JEHLE, WASHINGTON REPRESENTATIVE 
AND ASSOCIATE GENERAL. COUNSEL OF THE NATIONAL ASSOCI- 
ATION OF RETAIL DRUGGISTS; ACCOhlPANlED BY JOSEPH COEEN, 
ASSOCIATE WASHINGTON REPRESENTATIVE 

Mr. JEHLE. I am Philip Jehle, the Washington representatire and 
associate general counsel of the Sationnl Association of Retail Drug- 
gists. As you know, the KARD is a small business organization having 
a nationlrrlde membership of more than 36,000 community drugstore 
owners. It is both an honor and a duty for the S,%RD to speak for 
the.se family pharmacists on all Federal legislative matters affecting 
their professional and competitive interests. Accompanying me thus 

morning is Joseph Cohen, associate Washington representative of the 
XARD. 

I decplr appreciate Tour kindness in grantinn this opportunity to 
offer the views of the ‘SARD on HR. 11551, &e bill amendinn the 
Food, Drug, and Cosmetic Act. I do understand the many pra%cal 
problems involved in arranging to hear the numerous witnesses desir- 
~ng to testify on the proposed legislation. Accordingly, I shall try 
my best to keep mv presentation this morning brief and to the point. 

At the outset, Mr. Chairman, I would like to emphasize that the 
provisions of H.R. 11581 are directed mainly at the pharmaceutical 
manufacturers; that is, toward those engaged in the research, develop- 
ment, and production of prescription me&cations. Only in a few in- 
stances do the provisions of the measure have a direct application to 
those engaged in the retail distribution of prescription drugs. This 
being the case, our comments on the proposed legislation will be limited 
to those provisions which rcould have a SipJifiCaJlt impact upon retail 
phnmmacv. riot harlng any drug manufacturers as member+ the 
N14RD does not presume to speak for them on legislative matters or 

ii 

695 



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

522 DRUG INDUSTRY ACT OF 1982 

otherwise. We speak only for our 36,000 independent retail pharma- 
cist members. 

As briefly as possible, our comments on H-R. 11581 are as follows: 

(A) A31PIIE7’AMWE AND BARBITURATE C43.vTROLB 

In general terms, these provisions of the bill are intended to 
*aciJitate efforts of the Federal Food and Drug Administration to 
check illegal traflicking in amphetamines and barbiturates. With 
this praiseworthy objective, all concur including the NARD. Yet, 
such a goal, however commendable it may be in itself, should not be 
used to justify a move by Government officials to obtain more enforce- 
ment author&y than is actually needed and which may be abused as 
a result. Specifically, I am referring to that provision which would 
enable FD+4 agents to inspect, among other business and professional 
records, the pharmacist’s prescription files. For years, FDA officials 
have been trying in one way or another to get authority to search the 
prescription files of the retail pharmacist. Until now, Congress has 
consistently xi&held such authority on grounds that a case for grantr 
ing it has never been made. This fact! however, has had but little 
influence upon those, intent upon assuming new and broader powers 
for themselves 

In the vie= of the NARD, prescription file inspection authority as 
it is being sought in H.R. 11581 should be denied the Federal Food 
and Drug hdmmistration for tile following reasons: 

(1) It is unnecessary : For many years, the inspection of prescrip- 
tion files, including those relating to amphetamines and barbiturates 
has been’perfonned competently’and diligently bv appro 
authorit.ies. This is true, in every State of the cnion. P 

riate Stat; 
t would be 

both un+e as Tell as frightfully expensive for the Federal Govem- 
ment to duplicate the fine enforcement Kork of State authorities. 
This committee should certainly fmd out from the appropriate State 
officials rrhether they are doing an effective job of inspecting pharma- 
cists’ prescription files. 

(2) Cnaccountably, the prescription file inspection authority being 
sought in the proposed Iegislation would cover all pharmacies while, 
at the same time, expressly exempting all medical practitioners, many 
of Thorn do a rather large business in the dispensing of prescription 
medications. Frankly, the NARD and its members are unable to 
understand v&y such unjust discrimination against the profession of 
pharmacy should exist in this bill. 
ever been offered. 

So satisfactory explanation has 

(3) FDA agents already have sufficient legal authority to investi- 
Fate :llJ records including prescription files of any peEon -x110 may be 
illrplly handling or dls>osing of amphetamines and barbiturates. 
Ullrre a search warrant I or such investigation becomes necessary, it 
nl:ly be e:lrily obtained by FD.I agents. Once probable cause has 
been shown. tJle warrant mav be issued and the search mav be&n. 
X~erc crun~ercnt, eslxzrienrrd Inn- enforcement officer would‘tell you 
tliat )I? 1x5 nq troul),e gettinn a search xcnrrant when be needs it_ I 
am :I% co;l!i~lr:tt lie &Jd’Jet -,-ou know that he is satisfied with 
csisting J~~o:~lurcs for obtaining it and has no need of legislative 

696 



VOL. 21 LEGISLATIVE HISTORY OF THE FOOD, DRUG & COSMETIC ACT 

DRUG MDUSTRY ACT OF 1962 523 

s110rtcuts. He is happy to perform his job according to the 
Constitution. 

For this committee to make it abundantly clear that H.R. 11581 
does not authorize carte blanche prescription fire inspection authority 
for amphetamine nnd barbiturate irregularities, a simple amendment 
mav be made. Chance line 6 of page 27 of H.R. 11581 to read as 
follows: “in subsectio< (b) (3) andjg)“et cetera 

The addition there is (3). That will make it clear that the exemv 
t ion a plies to the prof&&on of pharmacy as well as to the p.rofes&n 

-of meXcine. . 
(B) PR?%CRIPiT ON DREG ADVERTEENG 

Simply stated, these provisions of H.R. 11581 would re$aire alI 
prescnption drug advertising, regardless of type of 

fillf 
ublication or 

other medium involved. to set forth clearlv and v such “basic 
information” as the medication’s (a) quantitative anal sis and gen- 
eric name: (b1 contraindications. and (c\ side effects. hl 
purpo” oi ‘s&h 

e aDDarent 
“a&-mzzti\~e d&closul$” is to assure physi%ns of 

recewng all relevant information concerning the safety and eftica~y 
of advertised Drescrintion drues 

In judging- the merits of ihese provisions, our main concqn has 
been the Impact they would hare upon the advertising of prescription 
drugs to the Sation’s retail pharmacists For, whether intentional 
or not, the informational re 
drw adrertisinc in our SA pi 

uirements would apply to prescription 
D iournal and to the numerous State 

andO local phar%aceuticnl nsso&tion publications. By no means 
should it & thought that the scope o^f the challengea provisions 
would be limited to medical journal advertising. 

Of course, the SXRD understands and is sympathetic to H-R 
11.%1‘s avowed mxnose of m&in? certain nhrsicians are fullv in- 
formed concern&ig ihe unfaTornb1: as well is <he favorable a&e&s 
of all prescription mediratjons. 
rerrnlly supported objectire. 

In fact, xve are sure this is a uni- 
At the same time, honerer, we do not 

beIieve H.H. 11X31 is an appro 
1aud:lble purpose. .1mong t le major considerations militating F 

riate means of accomplishing such a 

agninrt the proposed legislation in this regard are the following: 
(1) It wogld be unnecessary : Phxxicians obtain information about 

the theclpeutic effects of prexri {ion 
fessional authorities. such as the IY 

drugs from recognized pm 
rug Index and the ?r%erck ?lianual. 

Plx~rmncists, too. ha\-e their professioGa1 sources for such information. 
Ther we s11ch sonrces ns the United States Pharmaumoeia. NntionaI 
Fot.;nillary, and the Cnited StatesDispensatory. * ’ 

So reputnhle physician rrould ever prpscribe. a medication that he 
know about only through advertising seen in a professional journa.L 
l;or vr-oultl n responsible phnrmncist base his kno\rledge of the puv~e, 
snfel>-. effitncy, and clowge forms of a prescription drug upon the 
mnnuf:wtnrer’s xl\-ertisiiig statements. To even suggest that physi- 
cians and pha~7n:xis~s ~~-0uld so conduct theniselres seems almost 
SI a.,dnlow.- 

-11~ to he nctrtl in this rpgqrd nre the FD.\ administrative regula- 
tionq rrhich bernme effective In Jlurch of this year requiring drug 
mnnt1fnc’ilrers to attach to or enclose with their prescription medi- 
cines and devices l~rochures (package inserts) containing a11 necessary 
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information for the sale, effective use of such drugs and devices. Such 
brochures or racka 

P 
e 

visinw physicians o 
Inserts are filed by pharmacists for use in ad- 

the therapeutic properties and effects of prescrip- 
tion &-ugs and devices. Through such means, physicians have another 
ready, competent source of technical inform&on and advice. 

(2) It is impractical: In effect, these provisions would compel 
prescription drug advertisers to ground their advertising c~p~,;~ 
their new drmr anolications and suouorting materials. T 
such extensive o&cl&xl data could prdbably%e condensed somewhat 

oints extracted for advertising use, the process mould 

manufacturers would fin 
time consuming. -4s a result, many drug 

such advertising inadvisable. Many others 
would shy aw?y from the formidable legal risks involved in passing 
upon “full dkclasure” or the propriety of the relative emphasis given 
favorable and unfavorable therapeutic as y<ts 0: a particula;f drug. 

Drug advertising in professional journa s 1s primarily for remm- 
der” purposes. It is not intended to be educational, except in a very 
general way. Drum advertisers recognize the virtual impossibility 
of usinp an advertisement to esnlain in a resuonsible manner the 
therap&ic properties and effects of a highly lompler prescription 
medicat ion. 

(3) It entails much added exnense: Under the nrovisions of HR. 
11$8i, larcgers trained in pharmacy and expert in food and drug law, 
including pertinent sections of the FTC -4ct, would be needed in 
passing upon all prescription drug advertising. Similar qualifica- 
tions xvould be needed in the case of the ad\.ertising copy writers. 
Such technical authorities rrould be used bv both advertisers and the 
nrofessionnl iournnls. After all, the journal editors and publishers 
-rould Tvant to be sure improper’drug-ndrertising were never run in 
their publications. Easily imn$nahle are the rigorous arguments 
which rroultl arise betxveen advertisers and publication representa- 
tives over n-hether advertisements complied with the requirements of 
H.R. 11581. 

(C) FACTORY JSGPEmON 

As drafted, these provisions of H.R. 11581 rrouid empower FDA 
agents to conduct the broadest kind of search of all places in which 
food, dru,zs, devices, or cosmetics are manufactured, processed, 

nrked or held, either before or after entrv into interstate commerce. 
F mct~c711~ cneakinr. one can bnrdlr imnei;le Concress granting more -’ -. 
unlimited i&pectio;, l’orrers over food, &ngs, derices,‘and cosmetics 
to snv Government. agency. Such sweeping Innrunge would applv 
to all’ food rind dru&ores and bnntlrrds of thousands of other retail 
and n-holccale distl?butors hnndlin $ food, drugs, devices, and cos- 
nrtics in nnv form. Retail pharmacists. as an erample, would be 
faced with :\n nrmr of FD.1 nzcnts srrnrrninc over their business and 
profe+sinnnl records. including prescription files. -4nd to refuse an 
FD;\ agent an opportunity to inspect would be a crime. 

The S.\RD is opposed to the corern;e of rctnil pharmacists by the 
factory inspection provision of Ii. R. 11331 for the foIlon-ing reason% 
among of hers : 

(1) Already. all retail pharmacists are subject to inspection of their 
farilitics and records by nppropri:lte State authorities. Tlrostl inspec- 
tions by competent and dlligrnt investigators should not be duplicated 
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by Federal FDS agents. Duplication by State and Federal agents 
would also be extremely costlv as well as quite burdensome to the 
affected small drug retailers. ” 

(2) vague. rambling fishing expeditions by FDA a ents should 
be discouraged br Congress, not encouraged. Advise the 5 DA inspeo- 
tor to seek a search rrarrant if the party he wishes to inspect refuses 
permission for a search. 

Ind I might ntld that there are veyv fern such instances of a drug 
retailer ref&isw an FDA insnector an bnnortanitv to make an ins& 
tion. but if thz arent belieces probabiel cause e&s. he can 
court and a wn-xant xill be issued-promptly. 

I mirht add that. even nojr. most retail nhnrmacists virt~allv all. 
1 rni& add. are hapnr to cooperate with J?D-4 inspe&om by le&,& 
themcenter the premi&“for the hesixed inspection. - 

Is reriexed br the ?i_4RD. the committee should tire its earnest 
attention to an amendment adopted by the Senate J%ic.iary Com- 
mittee to es&de retail pharmacies. The text of the applicable _ -_ 
amendment 1s as follows : 

DRUG IXDUSTRT ACT OF 1862 

(1) Pharmacies ahich maintain establishments fn conformance with any 
applicable lwl larrs regulating the practice of pharmacy and medicine and 
which are regularly engaged in dispensing prescription drugs. npon prescrip 
tioos of practitioners licensed to administer such drugs, or patients under the 
care of such practitioners in the course of their professional practice and 
which do not mnnufncture, prepare, propagate,compound, or process drugs for 
sale other tbnn in the regular course of their business of dispensing or selling 
drugs at retaiL 

In conclusion. I think it. highly significant to point out that a very 
large majority of the numerous busmess organizations appearing dur- 
in,n your committee‘s consideration of H.R. 11581 hare agreed upon 
the desirability of strengthening existing Federal drug la% so G  to 
better protect. the publrc health. Slmost all hare subscribed to the 
proposed le@lntion in both principle and purpose, asking only that 
the bill be carefullg studied and, n-here appropriate, revised to ‘msure 
that its provisions not be broader than is necessary to bring about a 
“gstern of better, safer prescription dru,?s for the American peo le. 
With these views. the S,IRD concurs. !? do-x~eery$ course, t !I at 
UD ,,ra, ^I.^.. 13 I.- ---:-?.1 A- _..^ &^^I ^_^^^_ :-‘I-- 
tiles from Fedem inspection and thus brini the bill intdconfo&ty 

Thank you t-e? much, Nr. Chairman. 
The C~.~rnw,s. 1ir. Jehle, on page 3 of yx~r statement you propose 

a change on line 6, page 27 of the bill. The bill nor reads “in subset- 
tion (b) (4) .‘* with resnect to drws and so forth. and vou suwest that 
itre&I%&bsection (b) (3) andC(4)“? ’ i “” 

Air. JEIILE. Yes, sir. 
The CU.W~.~S. (b) (3)) I assume, has to do xrith pharmacists1 
3ir. JEIXE. Yes, sir. 
It xcould refer back to page 23 of the bill, line 16, which reads JB 1.11 ~~._. 

Pbarmacles, hospitals, clinka. and publlc health agendea wbicb ma!IH.ain 
establishments in c-onformawe with any npplicable local lawa regulating tbe 
practice of pbarmacr and medidne 
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So the professional exemption, then, if this amendment were SC- 
cepted, the professional exem 

P 
tion would extend to pharmacies, hos- 

pitals, clinics, and public hea th agencies, as well as to medical prau 
.titioners. 

The Crramzr.w. The clue&on that I had in mind is that this change 
would affect only nmphetamines and barbiturates? 

Mr. JEHLE. That is correct, sir. 
The CHAIRD~AX. Mr. Friedel ? 
Mr. FREDEL. Mr. Chairman, I was a little late, but I noticed one 

thing in Mr. Jehle’s last statement which I was glad to hear becnuse 
almost all other witnesses who have testified are opposed to everything. 

You say that this should not be broader than is necessary to bring 
about a system for better and safer prescription drugs for the Amer- 
ican people. 

You state you know there is room for improvement, but not to go 
too far? 

Mr. JEIILE. That is correct, Mr. Friedel. 
Mr. FRIEDEL. I n-ant to compliment you and also Dr. Cohen, your 

associate, who, I might mention, is from Baltimore. 
I am very happy to see him here. 
The CKXIRMAX. We are alrrays glad to have anybody from Balti- 

more before this committee. 
Mr. Younger P 
Mr. YOUNGER. Thank you, Mr. Chairman. 
In regard to the advertising, I am wondering if possibly some- 

thing should be rrorked out somewhere such as the control on invest+ 
ment advertising where they put in an advertisement and then they 
say this is subject to a circular approved by the SEC. 

There they have the circular with all the details, but the details are 
not in the advertisement. 

Do you think that something might be worked out on a limitation 
of advertising in that manner? 

Mr. JEIILE. Yes. Mr. Younger. 
I think that some type of &commodation alo 

“%  
that line might be 

marked out. but I think thnt it will take a mat eal more time than 
the commitiee has nov available to it to ~o;k out such a compromise. 

We xvould have no objection to that type of compromise, I am sure 
of that. 

Mr. YO~;SCER Thnt is all, 3ir. Chairman. 
Mr. JEALE. It is diflicult enough, 3Ir. Younger, for a national or- 

ganization that has a 1aTer on the staff and competent, experienced 
people working on the journal. to comply vith something like this. 

I think it would probably be difficult even for us, but for the publi- 
cations of some of the smaller State nssociations and the very small 
local acsncintions. it rrould be a virtual impossibility. 

Thev w~lld never be able to pass upon the legality of advertising 
us rew~ircd bv fhis wonosed legislation. 

Ifi. Yorrhm. J&t ‘one 0th;; question. 
When 3Ir. J,arrick was before the committee. he said all the States 

except one had adequate lams governing pharmacies. Do you know 
which State that is! 

Mr.J~nm No.sir. 
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